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Class and Preferred Term Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects 12 Througit'15 Years of Age — Safety Population.............. eee 

14.55. Number (%) of Subigtts Reporting at Least 1 Serious Adverse Event From 
Dose | to 6 Months, After Dose 2, by System Organ Class and Preferred Term 

- Blinded, Place}o-Controlled Follow-up Period - Phase 2/3 - Subjects = 
16 Years of Age(Subj ects Who Originally Received Placebo) — Safety 
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Clasg$nd Preferred Term - Blinded and Open Label Follow-up Period - 
Phase 2/3 - Subjects 216 Years of Age — Safety Population ............cccceeeeeees 264 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From e 
Dose | to 6 Months After Dose 2, by Race, by System Organ Class and . 
Preferred Term - Blinded, Placebo-Controlled Follow-up Period - Phase 20° 
- Subjects 216 Years of Age (Subjects Who Originally Received Placebsp— 
earety Popuration FACS: WOE haiiceciinceraeerneeene eee isis 

14.60. Number (%) of Subjects Reporting at Least 1 Serious Adverse EvenéFrom 
Dose | to 6 Months After Dose 2, by Race, by System Organ Class éfid 
Preferred Term - Blinded, Placebo-Controlled Follow-up Period> Phase 2/3 
- Subjects 216 Years of Age (Subjects Who Originally Recefved Placebo) — 
Safety Population Race: Black or African American ...c...0.@. ih veenialiecedutdaaiiunsiaile 

14.61. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose | to 6 Months After Dose 2, by Race, by System Organ Class and 
Preferred Term - Blinded, Placebo-Controlled Follow-up Period - Phase 2/3 
- Subjects 216 Years of Age (Subjects Who Originally Received Placebo) — 
Safety Population Race: All Others................ we sleds bidasiiasibsdeiebtbibbiababsaudeadtaieablacide 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From O 
Dose | (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, 
by System Organ Class and Preferred Term - Blinded and Open Label iw 
Follow-up Period - Phase 2/3 - Subjects 216 Years of Age — Safety @ 
Popalavon Age Gan: 10-95 Yate en ki ee Occ. 
14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse EvenéFrom 
Dose | (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by oo 
by System Organ Class and Preferred Term - Blinded and OpenEabel 
Follow-up Period - Phase 2/3 - Subjects 216 Years of Age? Safety 
Population Age Group: >55 Years sptnsoeesdebhieertieesdentniutuces elk elaborate 
14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose | (BNT162b2) to 6 Months After Dose 2 (BNT16262), by Race, by 
System Organ Class and Preferred Term - Blinded and Open Label Follow- 
up Period - Phase 2/3 - Subjects 216 Years ofAge — Safety Population 
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System Organ Class and Preferred berms Blinded and Open Label Follow- 
up Period - Phase 2/3 - Subjetts 216 Years of Age — Safety Population 
Race: Black or African Ameritan Qovo...ssccssssssssssssssssssssesesssssesssssssessssueesssseeesesseeses 24 
14.71. Number (%) of Subjects,Repaiting at Least 1 Serious Adverse Event From 
Dose | (BNT162b2) to 6Mo fis After Dose 2 (BNT162b2), by Race, by 
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System OrganClass and Preferred Term - Blinded and Open Label Follow- 
up Period <SPhase 2/3 - Subjects 216 Years of Age — Safety Population 
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14.73. Nu iber (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Do (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by 
System Organ Class and Preferred Term - Blinded and Open Label Follow- 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by 


System Organ Class and Preferred Term - Blinded and Open Label Follow- S ~ 


up Period - Phase 2/3 - Subjects 216 Years of Age — Safety ee > 
Biiieitys Non-Hispainie/ Non- Lain c.cicisisinectrccneineeincduceniennieen 
14.76. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event} an 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethfficity, by 
System Organ Class and Preferred Term - Blinded and Open Label Follow- 
up Period - Phase 2/3 - Subjects 216 Years of Age — ie Population 
PU GT CBOE seccsaisnnancsvereniarvesrserceniiareincoiecumen EF otareceastoendenatreiaten 
14.77. Number (%) of Subjects Reporting at Least 1 Adverse Bvent From Booster 
Dose to 1 Month After Booster Dose, by Age Group —Phase 2/3 — Subjects 
Who Received Booster Dose of BNT162b2 (30 ug) asPart of Protocol 
Amendment 18 — Booster Safety Population Age Group: 12-15 Years..........0.. 
14.78. Number (%) of Subjects Reporting at Least 14Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by AgesGroup — Phase 2/3 — Subjects 
Who Received Booster Dose of BNT162b2%30 tug) as Part of Protocol 
Amendment 18 — Booster Safety Population Age Group: 16-55 Years............0 
14.79. Number (%) of Subjects Reporting, atLeast 1 Adverse Event From Booster 
Dose to 1 Month After BoosterDosé?by Age Group — Phase 2/3 — Subjects 
Who Received Booster Dos@xvf BNT162b2 (30 wg) as Part of Protocol 
Amendment 18 — Booster-Safetsy Population Age Group: >55 Years........cccccee 
14.80. Number (%) of Subjeéis Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Race — Phase 2/3 — Subjects Who 
Received Booster Dose@f BNT162b2 (30 1g) as Part of Protocol Amendment 
18 = Booster Safety Population Race: WMG: .sisiasssisasenssnsssvansvsseriersesvaverseswcns 
14.81. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month‘After Booster Dose, by Race — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 1g) as Part of Protocol Amendment 
18 — BoostemSafety Population Race: Black or African American ............. cee 
14.82. Number(%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose t6-i Month After Booster Dose, by Race — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 
18 Booster Safety Population Race: All Others .........ccccccsccssssessesssseesesseseeseeteseens 
14.82. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
© Dose to 1 Month After Booster Dose, by Sex — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 tg) as Part of Protocol Amendment 
18 + Booster Satety Population Sexe Male o.3icccesssicaccavenaneesesateesscoatecesspreceeonteuuscass 
14.84. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Sex — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 
18 — Booster Safety Population Sex: Female ............cceccesscseseeeteeeseeceteeeseeeeeeseees 
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14.85. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Ethnicity — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 
18 — Booster Safety Population Ethnicity: Hispanic/Latino......... cesses Quer 

14.86. Number (%) of Subjects Reporting at Least 1 Adverse Event From Bogéter 
Dose to 1 Month After Booster Dose, by Ethnicity — Phase 2/3 — Subjeéts Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 
18 — Booster Safety Population Ethnicity: Non-Hispanic/Non-Latt@0 00.0.0... 

14.87. Number (%) of Subjects Reporting at Least 1 Adverse Event.From Booster 
Dose to 1 Month After Booster Dose, by Ethnicity — Phase 2/3~ Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 
18 — Booster Safety Population Ethnicity: Not Reported Q..........ceeeeeeseeteeteeeteees 

14.88. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose — Phase 2/3 —-HiV-Positive Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) asPart of Protocol Amendment 
LS. Booster Satety Population ic cccee esesitas os econ tk se aablonn ecaantesiaea ences dauiea oanredaevces 

14.89. Number (%) of Subjects Reporting at Leag#'1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose— Phase 3 — BNT162b2-Naive Subjects 
Assigned to Receive BNT162b2SA°WhO Received Booster Dose of 
BNT162b2 (30 ug) — Booster Safety Population ........ceceeceescesseeeteeeseeeeeeeseeeeaes 

14.90. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Bogster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Wno Received Booster Dose of BNT162b2 (30 
ug) as Part of Protocol Ametidment 18 — Booster Safety Population ................... 

14.91. Number (%) of Subject Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month Afterz8ooster Dose, by System Organ Class and Preferred 
Term, by Age Group™ Phase 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (30 pg} as Part of Protocol Amendment 18 — Booster Safety 
Population AGeeroup IU ¥ Cars occa dansasdiacts seevsactemacencsdesyasaters odes shessontowesy 

14.92. Number (%y of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, bpAge Group — Phase 2/3 — Subjects Who Received Booster Dose of 
BNT£62b2 (30 ug) as Part of Protocol Amendment 18 — Booster Safety 
Popplation Age Group: 16255 Y Cars sci eis ccastsdecscissnasiaieats ais ssatinaieesaesicanndetes 

14.932Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Age Group — Phase 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
Population Ace Group: 53 Years ns.ascissicestatenionsieaieatiasicemidycneiasuadetes 

14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
Popul atiom-Races Wile sso oteeiaintre as Uoteceen enced asec tines ac neal nenmuitalis eeetintetees 
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14.95. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster Safety 
Population Race: Black or African AMerican 0.00.0... eeceeseeeeeteeeeteceeseeesses\Dutenseens 

14.96. Number (%) of Subjects Reporting at Least 1 Adverse Event From Rooster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dos@ of 
BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Boostef Safety 
Population Race? All Others vii nacnesavinvites Uinta cena ena tombe anid averleaneaes 

14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ @lass and Preferred 
Term, by Sex — Phase 2/3 — Subjects Who Received Bodster Dose of 
BNT162b2 (30 pg) as Part of Protocol Amendment.I’8 — Booster Safety 
Population: SOx: Male suis Ascewewaneasin iain eet oaaniionaa aan Garena 

14.98. Number (%) of Subjects Reporting at Least (Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Sex — Phase 2/3 — Subjects Who ‘Received Booster Dose of 
BNT162b2 (30 pg) as Part of Protdeol:Amendment 18 — Booster Safety 
Population Sex: Female ysis ois Asoo ced scuvaneshis. donde ane iendpucs a deuatedatvaeveaiansantooess 

14.99. Number (%) of Subjects Reportitg at Least 1 Adverse Event From Booster 
Dose to 1 Month After Bogster Dose, by System Organ Class and Preferred 
Term, by Ethnicity — PhaSe 2/3>— Subjects Who Received Booster Dose of 
BNT162b2 (30 ug) as Part.6f Protocol Amendment 18 — Booster Safety 
Population: Ethnicitys Hig banic/ Latino x sesscucasecactessteseecasanivavs Soiciesteanes fSeecieaendoowss 

14.100. Number (%) of Subyects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Ethnicity Phase 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (302g) as Part of Protocol Amendment 18 — Booster Safety 
Population Edimicity: Non-Hispanic/Non-Latino .0........eeeeseeeeeseeeeeeeeeeceeeeneeeneens 

14.101. Numbep(%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to. Month After Booster Dose, by System Organ Class and Preferred 
Termy Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of 
BNY162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
Population Ethnicity: Not REPOtted ercascis cies eectetatchnsctacnssinectevet oraveneriuatonss 

144102. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — HIV-Positive Subjects Who Received Booster Dose of 
BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
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14.103. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 3 —- BNT162b2-Naive Subjects Assigned to Receive 
BNT162b2SA Who Received Booster Dose of BNT162b2 (30 ug) — Booster 
SAC YF Cpl AtiOnn x cgydstace Snaca ese datevanesasaasindeda mavereees gots adsoresandeesca ta nessa ease? 


460 


464 


468 


476 


487 


495 


506 


507 


508 


PFIZER CONFIDENTIAL 


Page 22 


Final Full Clinical Study Report 
Protocol C4591001 


14.104. Number (%) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term — Phase 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster Safety 
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14.105. Number (%) of Subjects Reporting at Least 1 Related Adverse Evesit From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term — Phase 3 — BNT162b2-Naive Subjects Assigned:to Receive 
BNT162b2SA Who Received Booster Dose of BNT162b2 (30 4¢@) — Booster 
Salety Population ayaijecencts as rcisenss Unlece hadancestioarvaaeatia ines er aiGar en Paani 

14.106. Number (%) of Subjects Reporting at Least 1 Immediate Adverse Event 
After Booster Dose, by System Organ Class and Preferred Term — Phase 2/3 — 
Subjects Who Received Booster Dose of BNT162b2 @9 ug) as Part of 
Protocol Amendment 18 — Booster Safety Populatiort’ 00... cc eececeeeseeeteeeeeeeeees 

14.107. Number (%) of Subjects Reporting at Least |sSevere Adverse Event From 
Booster Dose to 1 Month After Booster Dose, b¥ System Organ Class and 
Preferred Term — Phase 2/3 — Subjects Who-Received Booster Dose of 
BNT162b2 (30 pg) as Part of Protocol Anténdment 18 — Booster Safety 
POPU latl Oliissccincreda tached ie ictiee) eal Os Orn nalt eslereh aaaiectsn ie tentesies ds ceases 

14.108. Number (%) of Subjects Reportin@ at Least 1 Life-Threatening Adverse 
Event From Booster Dose to $Moxth After Booster Dose, by System Organ 
Class and Preferred Term ~ Phase 2/3 — Subjects Who Received Booster Dose 
of BNT162b2 (30 ug) asPart 6f Protocol Amendment 18 — Booster Safety 
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14.109. Number (%) of Subjeéts Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Morth After Booster Dose, by System Organ Class and 
Preferred Term — Phase 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (30 pg} as Part of Protocol Amendment 18 — Booster Safety 
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14.110. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Desé to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Age Group — Phase 2/3 — Subjects Who Received Booster 
Dose.Of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster 
Saféty Population Age Group: 12-15 Years .........cccccsccessscesseesceceseceseeceseesseeesseeees 

14.11@. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Age Group — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster 
Safety Population Age Group: 16-55 Years ........ccceccccscceesecesseeeeceeeeseeeeeeneeeenseenes 

14.112. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Age Group — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 tg) as Part of Protocol Amendment 18 — Booster 
Satety Population Age Group: 55 Y Cars awiicsceneliaheuntrea li eseciddas mune odes 
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14.113. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose 
of BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster Safety 
Poptlation Race? W Bites. 3sccccscocaceiessaneesuvosds uoneieladedeseseddavauahebs estesasnteverter A Decne es 

14.114. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Race — Phase 2/3 — Subjects Who Received Badster Dose 
of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — BooSster Safety 
Population Race: Black or African AMerican ...........:ceceeseenetpececseeeseceseeeeeeeeeseees 

14.115. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by SystenpOrgan Class and 
Preferred Term, by Race — Phase 2/3 — Subjects Who Réceived Booster Dose 
of BNT162b2 (30 tg) as Part of Protocol Amendment 18 — Booster Safety 
Popilation Race? All Omners pcs axcenietver cuphuntc avg ee onetivind cron atedanaireats 

14.116. Number (%) of Subjects Reporting at Least? Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dosé} by System Organ Class and 
Preferred Term, by Sex — Phase 2/3 ~ Subjects Who Received Booster Dose of 
BNT162b2 (30 1g) as Part of Protd¢ol:Amendment 18 — Booster Safety 
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14.117. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month A.fter Booster Dose, by System Organ Class and 
Preferred Term, by Sex Phas€ 2/3 — Subjects Who Received Booster Dose of 
BNT162b2 (30 ug) as Part.6f Protocol Amendment 18 — Booster Safety 
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14.118. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, byEthnicity — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 tg) as Part of Protocol Amendment 18 — Booster 
Safety Population Ethnicity: Hispanic/Latino .00..... cece ceeeeccesececeeseeeeeeeeeneeeaeeneeeaee 

14.119. NumbepP(%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferted Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster 
Safety Population Ethnicity: Non-Hispanic/Non-Latino..........eceeeeeeeseeeeeseeeeeeeee 

14420. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 tg) as Part of Protocol Amendment 18 — Booster 
Safety Population Ethnicity: Not Reported .........cceceeccccescesceseeeseeeseeeeeeeseeenseeees 
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16. APPENDICES 
16.1. Study Information 
16.1.1. Protocol 
16.1.2. Sample Case Report Form(s)/Data Collection Tool(s) 


16.1.3. List of Independent Ethics Committee (IEC) or Institutional Review 
Board (IRB) and Sample Standard Participant Information Sheet and 
Informed Consent Document (ICD). ‘ 


16.1.4. List and Description of Investigators and Other Service ies 


16.1.5. Signatures of Principal or Coordinating/Leading Investigator(s) or 
Sponsor's Responsible Medical Officer, Depending ogrthe Regulatory 
Authority's Requirement 


16.1.5.1. Sponsor Signatures 
16.1.5.2. CSR Investigator Declaration. 


16.1.6. Study Intervention Information Listing of Sites Receiving Study 
Intervention From Specific Batches vor More Than One Batch Was 
Used) : 


16.1.7. Randomization Codes/andétnization Scheme and Codes 
16.1.8. Audit Certificates © 
16.1.9. Documentation_of Statistical Methods 


16.1.10. Documentation af'Inter-Laboratory Standardization Methods 
(Refer to Module 581.4 for immunoassay and RT-PCR methods) 


16.1.11. Publicatioris Based on the Study 


16.1.12. Important Publications Referenced in the Report (Available Upon 
Request) ~ 


16.1.13. In@ependent Oversight Committees 
16.2. Participant Data Listings 

16,201. Discontinued Participants 

46.2.2. Protocol Deviations 

' 16.2.3. Participants Excluded From the Analysis 

16.2.4. Demographic Data 

16.2.5. Compliance Data 

16.2.6. Assay Data 

16.2.7. Adverse Event Listing by Participant 

16.2.8. Listing of Individual Laboratory Measurements by Participant 
16.3. Case Report Forms (CRFs) 
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16.3.1. CRFs For Deaths, Other Serious Adverse Events, And Withdrawals 
For Adverse Events 


16.3.2. Other CRFs Submitted 
16.4. Individual Participant Data Listings 
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LIST OF ABBREVIATIONS AND DEFINITIONS OF TERMS 


Abbreviation Definition 
AE adverse event 
CFR Code of Federal Regulations . 
CI confidence interval ¢ 
CIOMS Council for International Organizations of 
Medical Sciences 
COVID-19 coronavirus disease 2019 
CRF case report form 
CRO contract research organization 
CSR Clinical Study Report 
CT computed tomography 
DCT data collection toe] 
EUA Emergency UsezAuthorization 
EudraCT European Union Drug Regulating 
AuthoritiesyClinical Trials Database 
(European Clinical Trials Database) 
FDA Foodand Drug Administration 
FPFV first\participant first visit 
GCP Good Clinical Practice 
GMC geometric mean concentration 
GMFR geometric mean fold rise 
GMR geometric mean ratio 
GMT geometric mean titer 
HBV hepatitis b virus 
HCV hepatitis c virus 
HIPAA Health Insurance Portability and 
. Accountability Act 
HIV p human immunodeficiency virus 
ICD informed consent document 
ICH International Council of Harmonisation of 
Technical Requirements for 
J Pharmaceuticals for Human Use 
IEC Independent Ethics Committee 
IgG Immunoglobulin G 
IR Incidence rate 
IRB . Institutional Review Board 
IRG Internal Review Committee 
ERR illness rate ratio 
rIRT Interactive Response Technology 
ISO International Organization of 
Standardization 
IWRS Interactive Web Response System 
LLOQ lower limit of quantitation 
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Abbreviation Definition 

MedDRA Medical Dictionary for Regulatory 
Activities 

n number (subgroup or subpopulation) 

N total number, total sample size : 

NAAT nucleic acid amplification test 

NCT national clinical trial 

NT neutralizing titer 

PD protocol deviation : 

PI Principal Investigator 

PT Preferred Term 

PY patient-years 

QC quality control 

QTL quality tolerancesimit 

RBD receptor-bindiag domain 

RCDC Reverse Cumulative Incidence Curves 

RNA ribonuclei¢e acid 

RT-PCR revers@transcription-polymerase chain 

_preaction 

SA South African 

SAE Serious adverse event 

SAP Statistical Analysis Plan 

SARS-CoV-2 severe acute respiratory syndrome 
coronavirus 2 

SD standard deviation 

SE Societas Europaea 

SoA schedule of activities 

SOC System Organ Class 

US United States 

USA United States of America 

VE vaccine efficacy 

VOC variant of concern 
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ETHICS 
Independent Ethics Committee and/or Institutional Review Board 


The protocol, protocol amendments, ICD, Investigator Brochure, and other relevant 
documents (eg, advertisements) were submitted to an IRB/IEC by the investigator and 
reviewed and approved by the IRB/IEC before the study was initiated. The IRBs/IECS are 
listed in Appendix 16.1.3.1. 


Any amendments to the protocol required IRB/IEC approval before implemen tation of 
changes made to the study design, except for changes necessary to elmninatg an immediate 
hazard to study participants. 


Ethical Conduct of the Study 


This study was conducted in accordance with the protocol and consensus ethical principles 
derived from international guidelines including the Declaration@f Helsinki Council and 
CIOMS International Ethical Guidelines, applicable ICH GGP Guidelines, applicable 

ISO 14155 guidelines, medical device guidelines, and othem applicable laws and regulations, 
including privacy laws. 


Participant Information and Consent 


7??? 


In this clinical study report, the terms “partizipatit” and “subject” are used interchangeably. 
The investigator or his/her representative explained the nature of the study to the participant 
or his/her legally authorized representative and answered all questions regarding the study. 


Participants or their legally authorized representative were informed that their participation 
was voluntary. Participants or thei#iegally authorized representative signed a statement of 
informed consent that met the réquirements of 21 CFR 50, local regulations, ICH guidelines, 
HIPAA requirements, where applicable, and the IRB/IEC or study center. 


Investigative sites were if8tructed to obtain written informed consent before the participant 
was enrolled in the stu@y and document the date the written consent was obtained. The 
authorized person obtaining the informed consent was also instructed to sign the ICD. 
Participants were réconsented to the most current version of the ICD(s) during their 
participation inthe study. 


A copy of fhe ICD(s) was provided to the participant or the participant’s legally authorized 
representative. 
1. INTRODUCTION 


itv December 2019, a pneumonia outbreak of unknown cause occurred in Wuhan, China. In 
January 2020, it became clear that a novel coronavirus was the underlying cause. On 
11 March 2020, the WHO characterized the COVID-19 outbreak as a pandemic,’ which has 
spread rapidly globally. A prophylactic, RNA-based SARS-CoV-2 vaccine provides one of 
the most flexible and fastest approaches available to immunize against COVID-19.7* 
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Phase | evaluated safety and immunogenicity results in healthy adult participants across dose _, 
levels of 2 vaccine candidates, BNT162b1 and BNT162b2, and Phase 2/3 evaluated efficacy @ 
of BNT162b2 (30 ug), and provided additional safety, efficacy, and immunogenicity data in© 
a larger population. Table 5 provides an overview of the study objectives and endpoint | 
analyses that were previously reported in interim CSRs and ad hoc reports for 

Study C4591001. 


This C4591001 final CSR includes the following analyses: 
Phase | 


e Safety analysis (SAEs only) from Dose 1 (BNT162b1 or BNT162b2) “to 6 months after 
Dose 2 (BNT162b1 or BNT162b2). Note SAEs from Dose 1 to 4tnonths after Dose 2 for 
Phase 1 were previously reported in the final analysis interim report (see Table 5). 


e Safety analysis (AEs and SAEs only) of booster doses of BNT162b2 30 ug in Phase 1 
participants as follows: 


e A booster dose (Dose 3) of BNT162b2 30 ug, administered to participants who 
originally received 2 doses of BNT162b) or.BNT162b2 (Dose 3 [first booster dose] 
to | month after Dose 3). Note AEs and SAGs from the first booster dose to 1 month 
and 4 months after the first boosterndoseor the Phase 1 original BNT162b2 (30 pg) 
participants were previously reported. the Phase 1 Booster (Dose 3) and Beta 
Variant Neutralization report.and BNT162b2 (30 wg) Booster (Dose 3) — Phase 1 (4- 
Month Update) and Phase 3 ee Month Update) interim report respectively 
(see Table 5). 


e An additional booster dos®(Dose 4) of BNT162b2 30 ug, administered to participants 
at least 6 months after the third dose of BNT162b2 as part of protocol amendment 19 
(additional booster dase to 1 month after the additional booster dose). 
Phase 2/3 
e Efficacy analysts of BNT162b2 30 ug against asymptomatic SARS-CoV-2 infection in 
participants without evidence of SARS-CoV-2 infection and in participants with evidence 


of SARS-CoV-2 infection up to the start of the asymptomatic surveillance period. 


e Efficacy analysis of BNT162b2 30 pg against non-S-seroconversion to SARS-CoV-2 in 
participants without evidence of infection or confirmed COVID-19. 


e “Incidence of confirmed COVID-19 through the entire study follow-up period in 
~ participants who received BNT162b2 at initial randomization or subsequently. 


e Immunogenicity analysis of a third dose of BNT162b2 at a lower dose of 5 or 10 ug 
administered to Phase 2/3 participants. 
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e Safety analysis (SAEs only) of BNT162b2 administered to Phase 2/3 participants 
(12 through 15 years of age and >16 years of age) from Dose | to 6 months after the 
second dose. Note SAEs from Dose | to 1 month after Dose 2 for Phase 2/3 were 
previously reported in the adolescent report and 6-month update report (see Table 5).< 


e Safety analysis (AEs and SAEs only) of a booster dose (Dose 3) of BNT162b2 364g, 
administered to participants at least 3 months after the second dose of BNT162b2 (or 
BNT162b2sa) as part of protocol amendment 18 (from Dose 3 to | month after Dose 3). 


e Safety analysis (reactogenicity, AEs, and SAEs) of a third dose of BNT4 62b2 at a lower 
dose of 5 or 10 pg administered to Phase 2/3 participants >18 years ofage (from first 
lower dose booster to 1 and 6 months after lower dose booster). 


e Safety analysis (AEs and SAEs only) of additional booster dose(s) (Dose 4 and Dose 5) 
of BNT162b2 30 yg, administered to participants >18 years~f age at least 6 months after 
the third or fourth dose as part of protocol amendment 19-¢from additional booster dose 
to | month after additional booster dose). 

2. STUDY OBJECTIVES, ENDPOINTS, AND ESTJMANDS 

2.1. Phase 1 ‘a 


The study objectives, estimands, and endpointspresented in Table | are from 
Appendix 16.1.1, protocol amendment 29. Tis report summarizes safety data as described in 
Section | . (om 


Study objectives and endpoint analyse$ that were previously reported are indicated with gray 
shading and per the ‘reference’ cohuiin in Table 1. 
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Table 1. 
Objectives 


Primary: 

To describe the safety and 
tolerability profiles of prophylactic 
BNT162 vaccines in healthy adults 
after 1 or 2 doses 


Phase 1 Objectives, Estimands, and Endpoints 


Estimands 
Primary: 


percentage of participants reporting: 
}’ 


e Serious AEs (SAEs) from Dose iO 
1 to 6 months after the last 


go" 


Ps. 


Endpoints 


Reference 


SAEs from Dose 1 (BNT162b1 or 
BNT162b2) to 6 months after Dose 2 
(BNT162b1 or BNT162b2) are 
reported in this final CSR. 
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Table 1. Phase 1 Objectives, Estimands, and Endpoints 


Objectives 


Estimands 


Endpoints 


Secondary: 


Secondary: 


Secondary: 


\4 
Reference ay 
~Ow 
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Table 1. Phase 1 Objectives, Estimands, and Endpoints < 
Objectives Estimands Endpoints Oy 
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Table 1. Phase 1 Objectives, Estimands, and Endpoints : 
Objectives Estimands Endpoints Reference S Fy 
Exploratory: Exploratory: Exploratory: XY 
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Table 1. 


To describe the safety profile of a 
third dose of prophylactic BNT162b2 
administered to healthy adults 6 to 12 
months after the second dose of 
either BNT162b1 or BNT162b2 


Phase 1 Objectives, Estimands, and Endpoints 
Objectives Estimands Endpoints Reference 


In participants receiving a third dose 
of BNT162b2, the percentage of 
participants reporting: 


e Local reactions for up to 7 days 
after Dose 3 


e Systemic events for up to 7 days 


Local reactions (pain at the 
injection site, redness, and 
swelling) 


Systemic events (fever, fatigue, 
headache, chills, vomiting, 
diarrhea, new or worsened 
muscle pain, and new or 


TAC 


Interim data for BNT162b2 given as 

a third dose to BNT16252- 
participants only are reported in the 
19 May 2022 inicrim CSR for AEs 
and SAEs. 


Local reaction and systemic events in 
the BNT162b2 booster participants 7 


months after the third dose of 
BNT162b2 for participants who 
received a fourth dose as part of 
protocol amendment 19 


e AEs and SAEs from Dose 4 to 1 
month after Dose 4 


after Dose 3 worsened joint pain) days after Dose 3 are reported in the 
Phase | Booster (Dose 3) and Beta 
6: “ABy and SARS trom Dose 2461 . Ils. ARS Variant Neutralization Report dated 
month after Dose 3 13 August 2021. 
e SARS 
Final data for BNT162b2 given as a 
third dose to participants are reported 
in this final CSR for AEs and SAEs. 
To describe the safety and In participants receiving @ fourth e AEs Final data are reported in this final 
tolerability profile of BNT162b2 dose of study interyéhtion, the CSR. 
given as a fourth dose at least 6 percentage of-participants reporting: |e SAEs 


a. The secondary objective for the 6 months after Dose 2 time point was analyzed for the BNT162b2 30 ug group only, and not for the other BNT162b1 or 


BNT162b2 groups,this was due to the BNT162b2 30 wg vaccine candidate being selected for use in the C459 program. 


b. S-binding-Ig@G testing not performed due to the robustness of the data provided by the SARS-CoV-2 neutralization assays. 
Source: Appendix 16.1.1, Protocol Section 3.1 
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2.2. Phase 2/3 


The study objectives, estimands, and endpoints presented in Table 2 are from Appendix S 


16.1.1, Protocol Amendment 20. This report summarizes the safety and efficacy data as Ke 
described in Section 1. we 
LO 
N 
Study objectives and endpoint analyses that were previously reported are indicated with gray 
shading and per the ‘reference’ column in Table 2. o 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference re 


Primary Efficacy 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference re 


Primary Safety 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference re 


To define the safety profile of 
prophylactic BNT162b2 in all 
participants randomized in Phase 
2/3 


To define the safety profile of 
prophylactic BNT162b2 in 

participants 12 to 15 years of age in 
Phase 3 


[o 
e SAEs from Dose | to 6 mont] Xa 
(e) 


after the second dose 


e SAEs from Dose | to 6 months 
after the second dose 


SAEs 


Final data are reported for SAEs 
from Dose | to 6 months after the 
second dose in this final CSR. 


Final data are reported for SAEs 
from Dose | to 6 months after the 
second dose in this final CSR. 
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To describe the safety and 
tolerability profile of BNT162b2 
given as a third dose to BNT 162b2- 
experienced participants in the 
subset for evaluation of boostability 
and protection against emerging 
VOCs 


In participants receiving at least | 
dose of study intervention, the 
percentage of participants reporting: 


e Local reactions for up to 7 days 
following each dose 


e Systemic events for up to 7 
days following each dose 


e AEs from Dose | to 1 month 
after the last dose 


e SAEs from Dose | to 5 or 6 
months after the last dose 


Local reactions (pain at the 
injection site, redness, and 
swelling) 


Systemic events (fever, fatigue, 
headache, chills, vomiting, 
diarrhea, new or worsened 
muscle pain, and new or 
worsened joint pain) 


AEs 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints 


Objectives* 
To describe the safety and 
tolerability profile of BNT162b2 
given as a third dose at least 3 
months after the second dose of 
BNT162b2 (or BNT162b2sa) for 
participants who received a third 
dose as part of protocol amendment 
18 


Estimands 
In participants receiving at least 1 
dose of study intervention, the 
percentage of participants reporting: 


e §6AEs 


e SAEs 


e AEs and SAEs from Dose 3 to 
1 month after Dose 3 


Endpoints 


‘! Final data for BNT162b2 for 


Reference a 
Data for BNT162b2 given as a third 
dose to BNT162b2-experieaced 
participants 12 to 15 years of age 
only are reported 1m the 6-Month 
Analysis BN’ 162b2 Booster 
Interim CSR dated 13 January 2023. 


participants >12 years of age are 
reported in this final CSR. 


To describe the safety and 
tolerability profile of BNT162b2 
given as a fourth (or fifth) dose at 
least 6 months after the third (or 
fourth) dose of BNT162b2 (or 
BNT162b2sa) for participants who 
received a fourth (or fifth) dose as 
part of protocol amendment 19 


In participants receiving a fourth (or 
fifth) dose of study intervention, the |. 
percentage of participants reporting | e. - SAEs 


e AEs and SAEs from Dose 40% 
Dose 5) to 1 month aftex Dose 
4 (or Dose 5) ~ 


Final data are reported in this final 
CSR. 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference ne 


Primary Immunogenicity 
BNT162b2-experienced participants 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints 


Objectives? 


Estimands Endpoints 


BNT162b2-naix 
Ry 


Reference 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference S ye 
Secondary Efficacy ow 
<x 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints 


Objectives? Estimands 


Endpoints 
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Table 2. 


Phase 2/3 Objectives, Estimands, and Endpoints 


Objectives? 


Estimands 


To evaluate the efficacy of 
prophylactic BNT162b2 against 
non-S seroconversion to SARS- 
CoV-2 in participants without 
evidence of infection or co, 


ae 


ed 


Endpoints 


Reference 


pe 


In parti eip ts complying with the 
grocol criteria (evaluable 
ee soca} 
100 x (1 — IRR) [ratio of active 
vaccine to placebo] 


Incidence of asymptomatic 
SARS-CoV-2 infection per 
1000 person-years of follow-up 
based on N-binding antibody 
seroconversion in participants 


Efficacy data is reported in this final 
CSR. 


COVID-19 oe with no serological or 
eo” virological evidence of past 
cow SARS-CoV-2 infection or 
ow confirmed COVID-19 
Lom 


PFIZER CONFIDENTIAL 


oo 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


Table 2. 


Phase 2/3 Objectives, Estimands, and Endpoints 


Objectives? 


Estimands 


Endpoints 


Reference 


To evaluate the efficacy of 
prophylactic BNT162b2 against 
asymptomatic SARS-CoV-2 
infection in participants without 
evidence of infection up to the start 
of the asymptomatic surveillance 
period 


In participants complying with the 
key protocol criteria (evaluable 
participants): 

100 x (1 — IRR) [ratio of active 
vaccine to placebo] 


Incidence of asymptomatic 
SARS-CoV-2 infection per 
1000 person-years of follow-up 
based on central laboratory— 
confirmed NAAT in 
participants with no serological 


or virological evidence (up to \\ 


the start of the asymptomatic ot 
surveillance period) of pasts 


cet ines 


Efficacy data is reported in thiginal 


CSR. 


yor? 


yr 
lot 
ot 
eo 


BNT162b2-experienced participants 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints ; oo 
Objectives? Estimands Endpoints Reference re 


| GMR of SANT | month after 1 | 
30 pg ast 
ae 


[o> - 


ot 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference re 


BNT162b2-naive participants 


ad 


Exploratory 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference Ss ae 

To describe the incidence of In participants after receipt ofeach | e COVID-19 incidence per 1000 | Data are reported in this final: @SR- 

confirmed COVID-19 through the dose of BNT162b2: Incidence per person-years of follow-up <vo 

entire study follow-up period in 1000 person-years of follow-up based on central laboratory or x vO 

participants who received locally confirmed NAAT S -) 

BNT162b2 at initial randomization so 


or subsequentl 


> 
ed. 
CANS 
re owt 
a x\0 
os 
en 
2 
Ne 
& 
a 
2 


eo? 


To describe the efficacy of 
prophylactic BNT162b2 against 
asymptomatic SARS-CoV-2 


ke 
epee tipants): 


In pris complng with the 
ocol criteria (evaluable 


Incidence of asymptomatic SARS- 
CoV-2 infection per 1000 person- 
years of follow-up based on central 


Efficacy data are reported in this 
final CSR. 


infection in participants with ©} 100 x (1 — IRR) [ratio of active laboratory—confirmed NAAT in 
evidence of infection up to Qt vaccine to placebo] participants with serological or 
of the asymptomatic s illance virological evidence (up to the start 
period oo of the asymptomatic surveillance 
ow period) of past SARS-CoV-2 
C : . 
ant infection 
ye 
ov 
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Table 2. Phase 2/3 Objectives, Estimands, and Endpoints : 
Objectives? Estimands Endpoints Reference re 
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Table 2. 


Objectives* 
To describe the immune response to 
a third dose of BNT162b2 (at 30 ng 
or a lower dose of 5 ug or 10 wg) or 
a third or fourth dose of 
BNT162b2s, 


Cc» 


Phase 2/3 Objectives, Estimands, and Endpoints 


Estimands 
GMTs at Dose 3 and 
subsequent time points 
GMERs from Dose 3 to 
subsequent time points 


SARS-CoV-2 reference strain NTs 


Data for BNT162b2 at lower dose 
of 5 or 10 pg are reported in this 
final CSR. 


a. HIV-positive participants in Phase 3 were not included in analyses of the objectives, with the exception of the specific exploratory objective. 
Source: Appendix 16.1.1, Protocol Section 3.2. 
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3. INVESTIGATIONAL PLAN 

s 
3.1. Overview of Study Design wv 
This was a Phase 1/2/3, multicenter, multinational, randomized, placebo-controlled, ~ 
observer-blind, dose finding, vaccine candidate—selection, and efficacy study in healthy 
individuals. se 

rs 


The study consisted of 2 parts: Phase | to identify preferred vaccine candidate(s)@ind dose 
level(s); and Phase 2/3 as an expanded cohort and efficacy part. These parts, and the 


progression between them, are detailed in Figure 1. o 
a 
Figure 1. Study Schema o 
Phase 1 For each vaccine candidate (431 vandomization active:placebo) 
Age: 18-55 y © Age: 65-85 y 
Low-dose-level 2-dose group (n=15) — 
IRC (safety) IRC (safety ZO Low-dose-level 2-dose group (n=15) 
after Dose 1) WV 
Mid-dose-level 2-dose group (n=15) SR 
g 
IRC (safety) IRGBafety> Mid-dose-level 2-dose group (n=15) 
Dose 1) 
OS 
High-dose-level 2-dose group (n=15) RS S 
@ 
xs 


High-dose-level 2-dose group (n=15) 
& Ww after Dose 1) 


Brice of group(s) for Phase 2/3 
(eatery immunogenicity after Doses 1 and 2) 


< 
i 
(0) 
~ 
(e) 
ey 

Phase 2/3 > Single vaccine candidate (1:1 randomization active:placebo) 
Safety and immunogeni¢ity analysis of Age: 212 
Phase 2 data (firs 60’ participants) (Stratified 12-15, 16-55, or >55) 
by unblinded pa i participants BNT162b2 30 pg or placebo 2 doses 

will also be included i in Phase 3 (n=21,999 per group, total n=43,998) 

alyses) 


Abbreviation: IRC = internal review committee. 

Source:-Appendix 16.1.1, Protocol Section 1.2 

Note;Rarticipants who originally received placebo were offered the opportunity to receive BNT162b2 at 
defined points as part of the study. 


es 


KS 
£ 
re) 
wey 
ie 
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The study evaluated the safety, tolerability, and immunogenicity of 3 different SARS-CoV-2 
RNA vaccine candidates against COVID-19 and the Phase 2/3 efficacy of 1 selected 
candidate based on Phase | results: 


e Asa 2-dose (separated by 21 days) schedule; 
e At various dose levels in Phase 1; 
e Asa booster (Dose 3); (see Boostability and Variant Strain Evaluation) 
e In various age groups: 
e Phase 1: 18 to 55 and 65 to 85 years of age; 


e Phase 2: >18 years of age (stratified as 18 to 55 years and’>55 to 85 years); 
e Phase 3: =12 years of age (stratified as 12 to 15, 160 55, or >55 years of age). 


To facilitate rapid review of data in real time, Pfizer atid’ BioNTech SE staff were unblinded 
to vaccine allocation for the participants in Phase |.and were blinded for the Phase 2/3 
portion of study until 15 December 2021, one albunblinding time points were reached in the 
study. 


Participants >16 years of age who ori@inally received placebo and became eligible for receipt 
of BNT162b2 according to recommendations detailed separately, and available in the 
electronic study reference portal, hadkthe opportunity to receive BNT162b2 in a phased 
manner as part of the study. The investigator ensured the participant met at least 1 of the 
recommendation criteria based uweon US recommendation. 


Any Phase | placebo recipiest who had not already been offered the opportunity to receive 
BNT162b2 was given thisopportunity no later than at the approximate time participants in 
Phase 2/3 reached Visit4. Any Phase 2/3 placebo recipient >16 years of age who had not 
already been offereddtie opportunity to receive BNT162b2 was given this opportunity no 
later than 6 monthssafter Vaccination 2 (at the time of the originally planned Visit 4). 


Any participant who originally received placebo but then went on to receive BNT162b2 was 
moved to a-ew visit schedule to receive both doses of BNT162b2 at each of 2 additional 
vaccination visits (Visits 101 and 102) (Appendix 16.1.1, Protocol Section 1.3.3). 


Referio Appendix 16.1.1, Protocol Section 4.1 for further detail on the overall study design. 


Boostability and Variant Strain Evaluation 


To evaluate boostability, an additional dose of BNT162b2 (30 ug) was given to Phase 1 
participants 18 to 55 years of age and 65-85 years of age, approximately 6 to 12 months after 
their second dose of BNT162b2. This provided an early assessment of the safety of a third 
dose of BNT162b2, as well as its immunogenicity, and results are reported in the booster 
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interim CSR dated 19 May 2022. A fourth dose of BNT162b2 at 30 ug was offered to these 
participants at least 6 months after the third dose. The safety analysis for the fourth dose is 
included in this report. 


Evaluations of VOC strains of SARS-CoV-2 (in participants who received a SARS-Co¥>2 
variant encoding vaccine that encodes the Beta variant originally identified in South Africa 
[BNT162b2sa] as a primary 2-dose series in BNT162b2-naive participants and as third and 
fourth dose after 2 doses of BNT162b2 (30 ug) are reported in the interim BNT162b2sa 
VOC Booster Subset CSR dated 20 May 2022. 


Immunogenicity and safety evaluations of a booster dose were conducted.@M a subset of 
Phase 3 participants 18 to 55 years of age at selected sites in the US who'received a third 
dose of BNT162b2 (30 ug) at least 6 months after their second doseand results are reported 
in the booster interim CSRs dated 23 August 2021 and 19 May 2022. 


Evaluations of boostability in a further subset of Phase 3 participants who received a third 
dose of BNT162b2 at the lower 5 or 10 pg dose level aftertéceiving BNT162b2 as a primary 
2-dose series (30 yg) are included in this report. 


As part of protocol amendment 18, participantsswhqJiad not yet received a third dose of 
BNT162b2 could receive a booster (Dose 3),at Visit 501, at least 3 months (84 days) after 
their second dose of BNT162. Safety evaluations’of a booster dose in Phase 2/3 participants 
12 through 15 years of age who receivedihe booster dose (Dose 3) under protocol 
amendment 18 are reported in the interim GSR dated 13 January 2023. Final data for 
participants >12 years of age are in¢éluded‘in this report. 


As part of protocol amendment 19, ¢ligible participants who received a third dose of 
BNT162b2 (or BNT162b2sa) or @third and fourth dose of BNT162b2s, after receiving 

2 doses of BNT162b2 under protocol amendments 13 to 15, were offered an additional 30-pg 
booster dose of BNT162b2 ose 4 or Dose 5). Safety evaluations of the additional booster 
dose in Phase | and Phase’S participants are included in this report. Note that, BNT162-naive 
participants who received 2 primary doses of 30 ug BNT162b2sa under protocol amendment 
14 and were enrolledto receive a booster dose at Visit 501 under protocol amendment 18 
were not eligible toxeceive an additional dose. 


Refer to Appefidix 16.1.1, Protocol Section 4.1.1 for further details on the booster dose 
(Dose 3) forzPhase 1, and Appendix 16.1.1, Protocol Section 4.1.2 for further details on 
Phase 2/% 


Unb!Imding Considerations 


The study was unblinded in stages once all ongoing participants either had been individually 
unblinded or had concluded their 6-month post—Dose 2 study visit, in the following 
sequence: 


e Phase | (after Visit 8 [6-month post—Dose 2 visit]). 


e Phase 2/3, >16 years of age (after Visit 4 [6-month post—Dose 2 visit]). 
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e Phase 3, 12 through 15 years of age (after Visit 4 [6-month post—Dose 2 visit]). 


e Original Phase 3 participants rerandomized to assess boostability and protection against 
emerging VOCs (after Visit 306). 
3.1.1. Discussion of Study Design 


The scientific rationale for features of the study design, including chosen control group(s), 
dose(s), and endpoint(s), as applicable, are discussed in the Study Design section of the 
protocol (Appendix 16.1.1, Protocol Section 4). 


3.1.2. Changes in Study Conduct 


Changes in the conduct of the study are described in Appendix 16.1.4\Protocol Amendment 
Summary of Changes Table. Changes to the original planned analysis are described in the 
SAP v10 (Appendix 16.1.9, SAP Section 1). 


3.2. Investigators and Study Administrative Structure 


The study was managed by Pfizer Inc. (sponsor agent) and conducted by investigators 
contracted by and under the direction of Pfizer. The investigators were responsible for 
adhering to the study procedures described in ¢he protocol, for keeping records of study 
intervention, and for accurately completing 4nd signing the CRFs/DCTs supplied by Pfizer. 
A list of investigators and sites (including Participants by country), and service providers 
involved in this study is available in Appendix 16.1.4. 


Two sites were terminated. 


3.3. Selection of Study Population— 
3.3.1. Inclusion/Exclusion Criteria 


Enrolled in this study were healthy male or female participants (or with preexisting stable 

disease) between the ages‘of 18 and 55 years, inclusive, and 65 and 85 years, inclusive 

(Phase 1), or >12 (Phasé22/3), at randomization. 

For participants in.fhe boostability and protection-against- VOCs subset: 

e Existing péfticipants enrolled to receive a third dose of BNT162b2 at 30 ug or 
BNT16262sa; male or female participants between the ages of 18 and 55 years, inclusive, 


at rerandomization. 


e Newly enrolled participants enrolled to receive 2 doses of BNT162b2sa; male or female 
participants between the ages of 18 and 55 years, inclusive, at enrollment. 


e Existing participants enrolled to receive a third dose of BNT162b2 at 5 or 10 ug; male or 
female participants >18 years at rerandomization. 


Detailed inclusion and exclusion criteria are provided in Appendix 16.1.1, 
Protocol Section 5. 
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3.3.2. Removal of Participants From Intervention or Study 

The specific criteria and procedures for early discontinuation from study intervention(s) or 
withdrawal from the study are described in Appendix 16.1.1, Protocol Section 7. 

3.4. Study Intervention 

3.4.1. Study Interventions Administered 


The manufacturing lot numbers for the study intervention(s) dispensed in this study are 
provided in Table 3. Appendix 16.1.6 provides a listing of sites receiving study 
intervention(s) from specific batches. The justification for the dose(s) selected is described in 
Appendix 16.1.1, Protocol Section 4.3. Note that the table below presents-all lots of study 
intervention used for the entire study. ~ 


Table 3. Study Intervention Lot Numbers — Final 


Vendor Lot Number 
Study Intervention Manufacturer (Manufacturer) Lot Number’? (Pfizer) 
BNT162b1 BioNTech BCV10830-A E220395-0001L 

BCVG@9420-A E220395-0006L004/P220395- 

7 0009L 
BNT162b2sa BioNTech &t-DP-00481 PA2096820/P220395-0078L 
BNT162b2 BioNTech BCV40420-A E220395-0035L002/P220395- 

| 0048L 
E220395-0035L003/P220395- 

0048L 
EU2065896/E220395-0004L 
PA2070104/P220395-0008L 
E220395-0006L003/P220395- 

0012L 

E220395-0004L 
BCV40620-A PA2071394/P220395-0029L 
PA2072393/P220395-0019L 
BCV40720-A PA2074172/P220395-0053L 
PA2074998/P220395-0060L 
BCV40620-B PA2071395/P220395-0016L 
PA2072396/P220395-0016L 
BCV40720-B PA2074173/P220395-0051L 
BCV40620-C PA2071396/P220395-0047L 
PA2072439/P220395-0047L 
BCV40720-C PA2074071/P220395-0052L 
BCV40620-D PA2072442/P220395-0042L 
PA2072765/P220395-0042L 
ED3938 PA2074300/P220395-0021L 
PA2074300/P220395-0023L 
PA2074300/P220395-0022L 
EU2074330/E220395-0036L 
EE3813 PA2074838/P220395-0020L 
NC2075485/P220395-0077L 
PA2074838/P220395-0024L 
NC2075485/P220395-0068L 
NC2075485/P220395-0074L 
EE8493Y PA2087473/P220395-0073L 
EE8493Z PA2077905/P220395-0026L 
EL1491Z PA2089539/P220395-0091L 
EL8723Y PA2092203/P220395-0092L 
EJ0553Z PA2085061/P220395-0070L 
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Table 3. Study Intervention Lot Numbers — Final 


Vendor Lot Number 
Study Intervention Manufacturer (Manufacturer) Lot Number? (Pfizer) 
PA2085061/P220395-Q089L 
EJ1685Z PA2086021/P220395-8090L 
ER9449Z PA2096794/P220393-0079L 
PA2096794/P220395-0082L 
FG3535C PA2126116/P220395-0084L 
PA2126116@P220395-0085L 
PA2126N6/P220395-0087L 
FG8041 PA2120160/P220395-0086L 
Diluent (0.9% sodium chloride Pfizer DK2074 20-002221 
solution) 20-002957 
DK2074;20-002221 PA20694070TH/E220395- 
0059L 
DK1589 20-001776 
~ 20-001592 
EC6817_¢ 21-AE-00141 
EX2624 21-AE-00230 
r PA2115725/P220395-0088L 
FG8096 21-AE-00325 
Placebo (0.9% sodium chloride Pfizer DK158920-001592 PA206425 1/P220395-0005L 
solution) \DK2074;20-002 108 PA2067774/P220395-0013L 
DK2074;20-002221 PA2069407/P220395-0031L 
| PA2069407/P220395-0054L 
| PA2069407/P220395-0056L 
PA20694070TH/E220395- 
0049L 
PA2069407/P220395-0044L 
PA2069407/P220395-0062L 
PA2069407/P220395-0065L 
PA2069407/P220395-0034L 
PA2069407/P220395-0046L 
PA2069407/P220395-0032L 
PA2069407/P220395-0033L 
PA2069407/P220395-0045L 
PA2069407/P220395-0055L 
DK1589;20-001776 PA206531 1/P220395-0007L 
DK2074;20-002029 PA2067775/P220395-0030L 


Note: C4591001 End of:Study Information and Quality Control (QC) Record for Study Drug Appendix 
(Section D) dated 20Apr2023 was used to create this table. 

a. Lot number assigned to the study intervention by Pfizer Global Clinical Supply. 

Protocol C4591064 Study Intervention Lot Numbers Table — Final, Version 2.0, 08May2023. 


3.4.2. Measures to Minimize Bias 

Allogation 

Adl participants initially enrolled in the study were centrally assigned to randomized study 
intervention using an IRT system. The method used to assign/allocate participants is further 
described in Appendix 16.1.1, Protocol Section 6.3.1. 


Under protocol amendments 18 and 19, participants who met the eligibility criteria and 
consented were assigned to receive a booster dose of BNT162b2 (30 ug). 
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Blinding 


This was initially an observer-blinded study. Refer to Appendix 16.1.1, Protocol 

Section 6.3.2 for details on blinding of the site personnel, Protocol Section 6.3.3 for details 
on blinding of Pfizer and BioNTech SE personnel, Protocol Section 6.3.4 for circumstaates 
when the blind could be broken, and Section 3.1 for further details on unblinding. 4 


As part of protocol amendment 18, participants who had not yet received a third @dse of 
BNT162b2 may have received one at least 3 months (84 days) after their second dose of 
BNT162 in an open-label manner. As a result, the requirement for an unbligg bed 
dispenser/administrator did not apply to this vaccination. 


As part of protocol amendment 19, eligible participants who receivegta third dose of 
BNT162b2 (or BNT162b2sa) or a third and fourth dose of BNT16282sa under protocol 
amendments 13 to 15 may have received an additional dose of 30g BNT162b2 at Visit 601 
or 604, at least 6 months after their last dose of BNT162 in ancopen-label manner; therefore, 
the requirement for an unblinded preparer, dispenser, and administrator did not apply to this 
vaccination. 


3.4.3. Study Intervention Compliance 

The method(s) used to assess study intervention 4 rs <Snpliance were described in 
Appendix 16.1.1, Protocol Section 6.4. 

3.4.4. Prior and Concomitant Varies Medication, and Procedures 


Participants may have been excluded.frém the per-protocol analysis and may not have 
received further required study vaccinations upon receipt of the vaccines and medications 
prohibited during the time periods,specified in Appendix 16.1.1, Protocol Section 6.5.1; 
however, participants were not Withdrawn from the study. Medications were not withheld if 
required for a participant’s médical care. 


Prophylactic antipyretics‘ind other pain medication to prevent symptoms associated with 
study intervention administration were not permitted. However, if a participant was taking a 
medication for anothér condition, even if it had antipyretic or pain-relieving properties, it was 
not withheld prigs to study vaccination. 


Permitted During the Study 


The use of antipyretics and other pain medication to treat symptoms associated with study 
intervéntion administration or ongoing conditions was permitted. 


Medication other than that described as prohibited in Appendix 16.1.1, Protocol Section 6.5.1 
required for treatment of preexisting stable conditions was permitted. 


Inhaled, topical, or localized injections of corticosteroids (eg, intra-articular or intrabursal 
administration) were permitted. 
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Refer to Appendix 16.1.1, Protocol Section 6.5.2 for details on prior and concomitant 
vaccines, medications, and procedures that were allowed. 


3.5. Study Assessments and Procedures 
3.5.1. Planned Measurements and Timing of Assessments 


The specific efficacy and safety assessments and the schedule and measurement/coHection 
methods were provided in the protocol SoA and described in the protocol (Apperidix 16.1.1, 
Protocol Section 8.1 and 8.2). 


Asymptomatic Efficacy and Incidence of Confirmed COVID-19 


The incidence of asymptomatic SARS-CoV-2 infection in participants\per 1000 person-years 
based on N-binding antibody seroconversion and central laboratory@confirmed NAAT was 
assessed to evaluate the asymptomatic efficacy of BNT162b2. Incaddition, the incidence of 
confirmed COVID-19 per 1000 person-years of follow-up through the entire study follow-up 
period was assessed for participants who received BNT 16262 at initial randomization or 
subsequently. The assessments included a nasal (midturbimate) swab, which was tested at a 
central laboratory using an RT-PCR test, or other equivalent nucleic acid amplification— 
based test (ie, NAAT), to detect SARS-CoV-2.4n addition, clinical information and results 
from local standard-of-care tests were assessed. THe central laboratory NAAT result was 
used for the case definition, unless no resuht‘wasyavailable from the central laboratory, in 
which case a local NAAT result could b@used@in the COVID-19 case definition. Refer to 
Appendix 16.1.1, Protocol Section 8,.4for mrther details. 


Safety 


The collection and assessment of. safety information during the study (evaluation, definitions, 
recording, and reporting of AEs}SAEs, and other reportable safety events) were detailed in 
Appendix 16.1.1, Protocol S¢éction 8.3. 


Safety evaluations were, §8 described in Appendix 16.1.1, Protocol Section 8.2. 


3.5.2. Appropriatenéss of Measures 


The safety endpsints used in this study were consistent with those used for other vaccine 
studies condueted by Pfizer, with regulatory guidance, and considered to be reliable, and 
relevant tothe objectives set forth in the protocol (Appendix 16.1.1, Protocol Section 3). 


3.6. Data Quality Assurance 


The sections below summarize the steps taken to ensure quality of the data throughout the 
study. 


23.6.1. Study Monitoring 


Study centers were monitored by Pfizer and ICON. Centers were visited at regular intervals 
and a Visit Log was maintained. Monitors were responsible for reviewing adherence to the 
protocol; compliance with GCP; and the completeness, accuracy, and consistency of the data. 
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Direct access to participant medical and laboratory records was permitted to verify entries on 
the study specific CRFs. 


3.6.2. Investigator Meetings and Staff Training 


Investigator staff training was provided by Pfizer and ICON during the investigator meetings, 
site initiation visit, and routine monitoring visits. The sponsor agent organized investigator 
and clinical research associate meetings before study start and during the study tosprovide 
information on the study intervention, the study rationale and design, responsib#ities under 
ICH/FDA/GCP, and training on the detailed study requirements. 


3.6.3. Laboratory Procedures 


A central laboratory, Pfizer Vaccine Research & Development, was used to analyze the 
immunogenicity samples and to test for COVID-19 (eg, N-binding ‘antibody assay [serum], 
RT-PCR [nasal swab], and SARS-CoV-2 neutralization assay [sétum]) (Appendix 16.1.10). 
Where local laboratories were used, their participation in internal and external quality 
control, quality assurance, and accreditation schemes was eWaluated by the study monitors. 


3.6.4. Investigator Responsibilities 


The investigators were responsible for all datarehteréd in the CRFs and DCTs and 
documented their review and approval of th@datayverifying the validity and completeness of 
the data. The investigator was responsible“or appropriate retention of essential study 
documents. 


3.6.5. Clinical Data Management 


CRF data were captured via data entfy in a sponsor agent database system. Data quality 
checks were applied using manuatyand electronic verification methods. An audit trail was 
maintained to support data query resolution and any modification to the data. 


3.6.6. Clinical Quality Assurance Audits 


Audits of this study were included as part of the independent sponsor agent quality 
assessment performedby Pfizer’s own independent quality assurance group or by a CRO 
and/or individual eshtract personnel under the group’s direction. The audit certificates for the 
study are provided in Appendix 16.1.8. 


3.6.7. Quality Tolerance Limits 


The qualtiy management approach used in this study identified risks significant to human 
participant protection or reliability of trial results. The quality risk management plan used in 
this.study documents risks and controls that are in place throughout the life of the study. In 
this study, QTLs were defined during the quality risk management planning. 


For the endpoints that are evaluated in this final report, the QTLs were routinely assessed, 
and no important deviations were observed. 
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3.7. Statistical Analysis 
3.7.1. Statistical Analysis Plan 


The analysis populations presented in this report are defined in Table 4. Refer to 
Appendix 16.1.9, SAP Section 4 for details of other planned analysis sets to be reporteckat a 
later time. 


Table 4. Analysis Populations 


Population Description 

Enrolled All participants who had signed ICD. @ 

Randomized All participants who were assigned a randomization number in the IWR system 
Dose 3 booster All eligible randomized participants who receive 2 doses of BNT162b2 (or 
evaluable BNT162b1 for Phase 1) as initially randomized, withDose 2 received within the 
immunogenicity predefined window (within 19-42 days after Dose ay), receive a third dose of 


BNT162b2 or BNT162b2sa as rerandomized (ogséceive a third dose of 
BNT162b2 for Phase 1), have at least 1 valid and determinate immunogenicity 
result after Dose 3 from a blood collection,within an appropriate window (within 
28-42 days after Dose 3), and have no other important protocol deviations as 
determined by the clinician. 


Dose 3 booster all- 
available 
immunogenicity 


All randomized participants who regézve 2 doses of BNT162b2 (or BNT162b1 
for Phase 1) at initial randomization, receive a third dose of BNT162b2 or 
BNT162b2s, at rerandomization(or receive a third dose of BNT162b2 for Phase 
1), and have at least 1 wellid, ad determinate immunogenicity result after Dose 3. 


Evaluable efficacy 
(seroconversion) 


All eligible randomized paiticipants who receive all vaccination(s) as 
randomized, with Sose.2steceived within the predefined window (within 19-42 
days after Dosech), have at least 1 N-binding antibody test result available at a 


post—Dose 2 Visit,-4nd have no other important protocol deviations as determined 


by the cliniciangprior to the first post-Dose 2 N-binding antibody test. 


Evaluable efficacy 
(asymptomatic 
surveillance) 


All eligible randomized participants who receive all vaccination(s) as 
randomiaed, with Dose 2 received within the predefined window (within 19-42 
days @fter Dose 1), consented to participate in the asymptomatic surveillance, 


andhave no other important protocol deviations as determined by the clinician 
6h or before the start of the asymptomatic surveillance period. 


All-available efficagy ~| Dose 1 all-available efficacy: All randomized participants who receive at least 1 
vaccination. 

Dose 2 all-available efficacy: All randomized participants who complete 2 
vaccination doses. 

Dose 3 all-available: All randomized participants who complete 3 vaccination 
doses. 


Safety. All randomized participants who receive at least 1 dose of the study intervention. 
Analyses of reactogenicity endpoints will be based on a subset of the safety 
population that includes participants with any e-diary data reported after 
vaccination. 


Booster safety All participants who received at least 1 booster dose of the study intervention 
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Determination of Sample Size 


Refer to Appendix 16.1.1, Protocol Section 9.2, and Appendix 16.1.9, SAP Section 5.1.3 for® 
details of the sample size detennination. 


3.7.2. Changes in Planned Analyses Prior to Unblinding or Database Lock 


The secondary objective and estimand to describe the immune responses elicited by 
prophylactic BNT162 vaccines 6 months after the Dose 2 time point (Table 1 and Table 5) 
was analyzed for the BNT162b2 30 ug group only, and not for the other BNR?62b1 or 
BNT162b2 groups. This was due to the BNT162b2 30 ug vaccine candidaje being selected 
for use in the C459 program. , 


4. STUDY PARTICIPANTS 


Note that Phase 1/2/3 results were previously reported in the reports listed in Table 5. This 
final CSR summarizes the study objectives, estimands, and endpoints that were not fully 
evaluated before (see Table 1 and Table 2). 
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Table 5. Previously Reported Results in C4591001 Phase 1/2/3 Participants 


Reports 


Date 


Scope 


CSR: Interim Phase 1 Report 


CSR: Interim Report 


01 October 2020 


12 November 2020 


Interim Phase | analyses of safety and immunogenicity for BNT162b1 and BNVT62b2 

in the candidate- and dose level-finding part of the study for each dose Jeferand age 

group, and it is based on an analysis data cutoff date of 24 August 2020 (safety data 

available up to the data cutoff date), and serology completion date of 17 September 

2020 (immunogenicity at 1 month after Dose 2 for the BN\F62b1 and BNT162b2 

vaccine candidates at the 10-g, 20-ug, and 30-pg dege‘levels, and up to 7 weeks after 
Dose | at the 100-ug dose level [BNT162b1 onl¥J5< 


Interim data summary of: 


Phase 1 results of safety anddmmunogenicity for BNT162b1 and BNT162b2 
in the candidate- and dése"level-finding part of the study for each dose level, 
age group, and.vaécine group (data cutoff date 24 August 2020). 

Phése’2 prinfaty safety analyses (7 days after Dose 2) for the first 360 
particiwants (180 randomized to active vaccine BNT162b2 and 180 to 
placebo, and stratified approximately equally between 18 to 55 years and 
>55 to 85 years) dosed at the commencement of the Phase 2/3 part of the 
study (data cutoff date 02 September 2020). 

Phase 2/3 primary safety analysis (1 month after Dose 2) for the first 6610 
participants (data cutoff date 06 October 2020). 

Phase 2/3 safety analysis for all 36,855 participants, including the 6610 
participant cohort (data cutoff date 06 October 2020, data summarized as is). 
Phase 2/3 first successful interim analysis (data cutoff date 04 November 
2020) for the primary efficacy analysis of prophylactic BNT162b2 against 
confirmed COVID-19 among participants without evidence of infection 
before vaccination 18 to 85 years of age. 
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Table 5. Previously Reported Results in C4591001 Phase 1/2/3 Participants 


Reports 


Date 


Scope 


CSR: Final Analysis Interim Report 


03 December 2020 


Interim data summary of: 


Phase 1 results of safety and immunogenicity for BNT162b1 and BNI462b2 in 
the candidate- and dose level-finding part of the study for each\d@se level, age 
group, and vaccine group (data cutoff date 24 August 2020)\and long-term safety 
follow-up (approximately 4 months after Dose 2 [as-“fcutoff date 14 November 
2020]) for BNT162b2 30-g. 

Phase 2 primary safety analyses (7 days afiérDose 2) for the first 360 
participants (180 randomized to activd vaccine BNT162b2 and 180 to placebo, 
and stratified approximately equathy between 18 to 55 years and >55 to 85 years) 
dosed at the commencement\or the Phase 2/3 part of the study (data cutoff date 
02 September 2020) andMong-term safety follow-up (includes at least 2 months 
of follovtip afterA>dse 2 [as of the cutoff date of 14 November 2020)]). 

Phase’2 explonatory immunogenicity analyses for the first 360 participants 1 
month affe¥ Dose 2 (data cutoff date 12 October 2020) 

Phase 2/3 primary safety analysis (1 month after Dose 2) for 37,706 participants 
who had a median of at least 2 months of follow-up after Dose 2 (data cutoff date 
14 November 2020). Safety data are also presented separately for a subset of this 
cohort of 19,067 participants who had at least 2 months of safety follow-up after 
Dose 2. 

Phase 2/3 safety analysis for all 43,448 participants, including the 37,706 
participant cohort (data cutoff date 14 November 2020, data summarized as is). 
Phase 2/3 first successful interim analysis (data cutoff date 04 November 2020) 
for the primary efficacy analysis of prophylactic BNT162b2 against confirmed 
COVID-19 among participants without evidence of infection before vaccination 
18 to 85 years of age, and final efficacy analysis after the accrual of at least 164 
cases of confirmed COVID-19 (data cutoff date 14 November 2020) among 
participants without evidence of infection before vaccination 12 to 91 years of 
age. 
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Table 5. Previously Reported Results in C4591001 Phase 1/2/3 Participants 
Reports Date Scope 


CSR: Interim Report - Adolescents 14 April 2021 Interim descriptive efficacy analyses during blinded placebo-controlled followsip 
period conducted on all confirmed COVID-19 cases accrued up to the dat eutoff date 
of 13 March 2021 and interim immunobridging and safety data forth@following 
participant age groups: 

e Adolescents (12-15 years of age): immunobridging agu-safety (median >2 
months follow-up); descriptive efficacy analys¢s‘during blinded placebo- 
controlled follow-up period conducted on-al’eonfirmed COVID-19 cases accrued 
up to the data cutoff date of 13 March\2621 

e Young adults (16-25 years of age¥reference group for 12-15 years 
immunogenicity and descriptive safety analysis comparisons 

e = Adults (16;55 years-qfjage): protocol specified “younger adult’ age stratum, to 
provide teferenge@atety data from analyses of participants with longer-term 
follow-up < 


CSR: Interim Report - 6-Month Update 29 April 2021 Based on a.data‘cutoff date of 31 March 2021, updated efficacy analyses on an 
accruecd\927 COVID-19 cases for the first primary endpoint during blinded follow-up 
t6\€valuate duration of protection and the following immunogenicity and safety data: 
* Blinded placebo-controlled follow-up period: from Dose | to 1 month after Dose 
2 and to the date of unblinding: 
e Phase 1 follow-up of safety from Dose 1 to the unblinding date (up to 
approximately 6 months after Dose 2) and immunogenicity 6 months after 
Dose 2 for the BNT162b2 30-1g group only in participants >18 through 55 
and 65 through 85 years of age. 

e Phase 2/3 safety analysis for participants >16 years of age, including 
participants with confirmed stable HIV disease, from Dose | to 1 month 
after Dose 2 (no exposure adjustment because all participants have the same 
follow-up period) and from Dose | to the unblinding date (exposure 
adjusted). 

e Open-label observational follow-up period: from time of unblinding to the data 

cutoff date: 

e Phase 2/3 safety analysis for original BNT162b2 participants >16 years of 
age 

e Phase 2/3 safety analysis for original placebo participants >16 years of age 
who then received BNT162b2 

e Cumulative safety from Dose | to at least 6 months after Dose 2: for Phase 2/3 

original BNT 162b2 participants =16 years of age (inclusive of blinded data and 
open-label data) that includes at least 3000 in each age group (16 through 55 
years of age, >55 years of age) 
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Table 5. Previously Reported Results in C4591001 Phase 1/2/3 Participants 


Reports 


Date 


Scope 


COVID-19 Case Strain Sequencing Report 
Study C4591001 


04 June 2021 


Summary of sequencing data for the SARS-CoV-2 lineages identified among, them 
confirmed COVID-19 cases as of the data cutoff date of 13 March 2021: 


Phase 1 Booster (Dose 3) Immunogenicity at 1 Month 
Post-Dose 3 in Study C4591001: SARS-CoV-2 Wild- 
Type and Beta Variant Neutralization Data 


13 August 2021 


Preliminary safety and immunogenicity data for C4591001 Phase 1 participants who 
completed the two-dose BNT162b2 30 ug series and them xeceived a third (booster) 
dose of BNT162b2 30 pg, including SARS-CoV-2,. serum neutralizing titers against 
wild-type (USA-WA 1/2020) and B.1.351 lineagefarget strains determined before and 
after booster vaccination. 


CSR: C4591001 Interim Report - BNT162b2 Booster 
(Dose 3) 


23 August 2021 


Based on a data cutoff date of 17 June @021, a summary of safety and immunogenicity 
data ofa third dose of BNT16262. (30 ug). Reporting includes approximately 300 
participants 18 to 55 years@¥ age who were originally randomized to the active 
vaccine grougin Phas@s8y completed the original BNT162b2 (30 1g) two-dose series, 
and wese-rérandomized to receive a third dose of BNT162b2 (30 ug) approximately 6 
nadnths after receiving Dose 2. Analyses include: 


> _Tititatinobridging analysis for SARS-CoV-2 reference strain of Dose 3 of 


BNT162b2 30 pg at 1 month after Dose 3 vs 1 month after Dose 2. 


e@ = Safety analysis of participants of Dose 3 of BNT162b2 30 ug from Dose 3 to the 
data cutoff date. 


CSR: Interim Report - Adolescent 6-Month Update 


12 December 2021 


Updated descriptive efficacy analyses from 7 days after Dose 2 and the following 

interim safety data for participants 12 through 15 years of age: 

e Blinded placebo-controlled follow-up period from Dose 1 to the date of 
unblinding for BNT162b2 and placebo participants, including new AEs that were 
reported after the EUA snapshot date (based on events on or after the data cutoff 
date of 13 March 2021) 

e —Open-label observational follow-up period of original BNT162b2 recipients from 
the date of unblinding to the data cutoff date 

e Cumulative safety from Dose | to at least 6 months after Dose 2, inclusive of 
blinded data and open-label data for original BNT162b2 recipients, including 
new AEs that were reported after the EUA snapshot date 

e Open-label observational follow-up period for original placebo recipients who 
then received BNT162b2 from the first dose of BNT162b2 to the data cutoff date 
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Table 5. Previously Reported Results in C4591001 Phase 1/2/3 Participants 


CSR: Interim Report - BNT162b2 (30 ug) Booster 
(Dose 3) — Phase 1 (4-Month Update) and Phase 3 (6- 
Month Update) 


Reports Date Scope 


19 May 2021 Interim analyses of safety and immunogenicity data which includes: 

e Descriptive analysis of the immune response through 6 months afterdvoster 
(Dose 3) of BNT162b2 at 30 pg for the SARS-CoV-2 referencé Sirain for Phase 3 
participants. 

e Descriptive analysis of the immune response through\4 months after booster 
(Dose 3) of BNT162b2 at 30 wg for the SARS.G0V-2 reference strain for Phase 1 
participants. 

e Safety analysis of Phase 3 participants from Dose 3 of BNT162b2 30 1g to 6 
months after Dose 3 and to thesdata‘cutoff date. 

e = Safety analysis of Phase 1 @articipants from Dose 3 of BNT162b2 30 pg to 
approximately 4 months after Dose 3 and to the data cutoff date. 


TA 


CSR: C4591001 Interim Report - BNT162b2s, VOC 
Booster Subset 


20 May 2022 Safety andininunogerecity data of: 


2’ 


BNT{62b2-naive participants who received 2 dose of BNT162b2sa 30 pg 

Wmrhuhogenicity analysis 1 month after Dose 2 of BNT162b2sa 30 ug 
compared with 1 month after Dose 2 of BNT162b2 30 ug. 

Long-term safety analysis of BNT162b2s, 30 ug from Dose | to 6 months 
after Dose 2 and to the data cutoff date. 

BNT162b2-experienced participants rerandomized to receive 1 booster dose 

of BNT162b2 or BNT162b2sa 30 pg at least 6 months after Dose 2 of the 2- 

dose series of BNT162b2 30 ug 

Immunogenicity analysis 1 month after Dose 3 of BNT162b2 30 yg or 
BNT162b2sa 30 pg compared with 1 month after Dose 2 of BNT162b2 
30 wg, and 1 month after Dose 3 of BNT162b2sa 30 pg compared with 
1 month after Dose 3 of BNT162b2 30 ug. 

Long-term safety analysis of BNT162b2 30 ug and BNT162b2sa 30 pg 
from Dose 1 to 6 months after Dose 3. 

BNT162b2-experienced participants assigned to receive 2 booster doses of 

BNT162b2sa 30 wg, approximately 1 month apart 

Immunogenicity analysis 1 month after the second booster (Dose 4) of 
BNT162b2sa 30 pg compared with 1 month after Dose 2 of BNT162b2 
30 ug. 

Long-term safety analysis of BNT162b2sa 30 wg from Dose 3 to 5 months 
after Dose 4. 


CSR: Interim Report - 6-Month Analysis —- BNT162b2 
Booster (Dose 3) — Participants 12 through 15 Years of 
Age 


13 January 2023 Interim safety data (AEs and SAEs) in Phase 3 participants 12 through 15 years of age 
from Dose 3 of BNT162b2 (30 tg) to 6 months after Dose 3 and to the data cutoff 
date (Protocol Amendment 18). 
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4.1. Phase 1 
This part of the study was conducted at 4 sites in the United States (Appendix 16.1.4.1). 


4.1.1. Disposition of Participants 
4.1.1.1. Disposition of Participants from Dose 1 to Before Booster Dose 


Disposition of all randomized Phase | participants is presented in Table 6. See Table 5 for 
interim reporting. ¢ 


All randomized participants received 2 doses and completed the 1-month pest—Dose 2 visit 
during the blinded, placebo-controlled period. Note that for the BNT1626 100-yg group, the 
IRC determined not to administer the second dose of 100 ug to this grotip of participants due 
to reactogenicity and as per IRC decision, these participants were instead given Dose 2 of 
BNT162b1 at the 10-ug dose level. 


During the open-label follow-up period, 25.0% to 100.0% ofparticipants originally 
randomized to receive BNT162b1 or BNT162b2, completed the 6-month post—Dose 2 visit. 


Most participant withdrawals were due to either no longer meeting eligibility criteria or 
protocol deviations. 
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Table 6. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 1 Subjects 


Vaccine Group (as Randomized) 
BNT162b1 BNTT62b2 


10pg 20ng 30pg 100g Mpg 20ng 30ng Placebo Total 
(N*=24) (N#=24) (N#=24) (N#=12) ~(N*=24) (N*=24) (N*=24) (N#=39) = (N*=195) 
n’(%) n> (%) = nPW%)  atk%) =m (%) om (%)—s P(%)— 0 (%) n> (%) 


Randomized 24 24 24 12 (100.0) 24 24  24(100.0) 39 (100.0) 195 (100.0) 
(la@0)” (108,58) (100.0) (100.0) (100.0) 
Not vaccinated 0 0 0 0 0 0 0 0 0 
Original blinded, placebo-controlled follow-up period 
Vaccinated 24 24 24 12 (100.0) 24 24  24(100.0) 39 (100.0) 195 (100.0) 
(100.0) (100.0) (100.0) (100.0) (100.0) 
Dose 1 24 24 24 12 (100.0) 24 24  24(100.0) 39 (100.0) 195 (100.0) 
(100.0) (100.0) (100.0) (100.0) (100.0) 
Dose 2 24 24 24 12 (100.0) 24 24  24(100.0) 39 (100.0) 195 (100.0) 
(100.0) (100.0) (100.0) (100.0) (100.0) 
Discontinued from the original blinded;gilacebo-controlled vaccination period*® 0 0 0 0 0 0 0 0 0 
Unblinded before the 1-month pos{Dose 2 visit 0 0 0 0 0 0 0 0 0 
Completed the 1-month pasf—Dose 2 visit 24 24 24 12 (100.0) 24 24 24(100.0) 39 (100.0) 195 (100.0) 
(100.0) (100.0) (100.0) (100.0) (100.0) 
Completed theGtudy 0 0 0 0 0 0 0 0 0 
Withdrawn from the study 0 0 0 0 0 0 0 0 0 
Open*label follow-up period 
Originally randomized to BNT162b1/BNT162b2 24 24 24 12 (100.0) 24 24 24 (100.0) 
(100.0) (100.0) (100.0) (100.0) (100.0) 
Received Dose 2/unplanned dose 0 0 0 0 0 0 0 
Completed the 1-month post—Dose 2 visit 0 0 0 0 0 ) 0 
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Table 6. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 1 Subjects 
Vaccine Group (as Randomized) 
BNT162b1 BNT162b2 
10pg 20ng 30pg 100g 10pg 20ng 30fg Placebo 


(N2=24) (N*=24) (N*=24) (N®=12) (N®=24) (N*=24),,€N*=24)  (N#=39) 
m>(%) m>(%) n(%) n>(%) n> (%) MPM MP (%) sn? (%) 


Completed the 6-month post—Dose 2 visit 6 (25.0) 19 (79.2) 8 (33.3) 12 (100.0) 16((66°7) 12 (50.0) 21 (87.5) 
Withdrawn from the study 3 (12.5) 0 0 3 (25.0) 9 1(4.2) 1(4.2) 0 
Withdrawn before the 6-month post—Dose 2 visit 0 0 () iy 0 0 0 
Withdrawn after the 6-month post—Dose 2 visit 3 (12.5) 0 OVO’ 325.0) 14.2) 1 (4.2) 0 
Reason for withdrawal from the study 
Protocol deviation 1 fA) @ 0 2 (16.7) 0 1 (4.2) 0 
No longer meets eligibility criteria 2 (8.3) 0 0 1 (8.3) 1 (4.2) 0 0 
Originally randomized to placebo 39 (100.0) 
Withdrawn from the study after unblinding and before receiving BNT162b2 3 (7.7) 
Received first dose of BNT162b2 [30 pg] 35 (89.7) 
Received second dose of BNT162b2 [30 pg] 35 (89.7) 
Discontinued from the open-label vaccination period 0 
Completed the 1-month post—second dose of BNY¥162b2 visit 35 (89.7) 
Withdrawn from the study 5 (12.8) 
Withdrawn after first dose of BNP162b2 and before second dose of 0 
BNT162b2 
Withdrawn after second dose of BNT162b2 and before the 1-month post— 0 
second dose of BNX}62b2 visit 
Withdraw after the 1-month post—-second dose of BNT162b2 visit 5 (12.8) 
Reagon for withdrawal from the study 
No longer meets eligibility criteria 4 (10.3) 
Protocol deviation 1 (2.6) 
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Table 6. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 1 Subjects 


Vaccine Group (as Randomized) 
BNT162b1 BNT162b2 


10pg 20ng 30pg 100pg 10pg 20pg 300g Placebo 
(N?=24) (N*=24) (N*=24) (N*=12) (N#=24) (N?=24)\€N*=24) = (N?=39) 
n’(%) =nP(%) n>(%) nP(%) n> (%) n? (My n’(%) n>(%) 


N = number of randomized subjects in the specified group, or the total sample. This value is the denominator for the perg€ntage calculations. 
n= Number of subjects with the specified characteristic. 
Original blinded, placebo-controlled vaccination period: from Dose | to the 1-month post—Dose 2 yisit. 
Open-label vaccination period: from first dose of BNT162b2 [30 1g] to the 1-month post—secona, dose of RNT162b2 [30 pg] visit. 
PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adds Table Gewération, 0SWA Y 2023 (01:28) 
(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adds) 8002 0 


ae op 
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4.1.1.2. Disposition of Participants Who Received Booster Dose of BNT162b2 


Disposition of all Phase | participants who received the first booster dose (Dose 3) of 
BNT162b2 (30 yg) and an additional booster dose (Dose 4) of BNT162b2 (30 ug) is 
presented in Table 7. See Table 5 for interim reporting. 


Among the participants in BNT162b1, BNT162b2, and placebo groups who receive@the first 
booster (Dose 3), all completed the first booster vaccination period except for the 8NT162b1 
100-ug dose group, with 88.9% of participants in this group completing the first booster 
vaccination period. 


As part of protocol amendment 19, participants in the 10-ug, 20-pg, and 30- -ug dose groups 
who received a first booster dose of BNT162b2 30 ug were eligible to réceive an additional 
booster vaccination (Dose 4). Of the eligible participants, 42.9% to69.6% received the 
additional booster vaccination and completed the additional booster vaccination period. 


Overall, the most frequent reasons for withdrawals were protocol deviations or no longer 
meeting eligibility criteria. 
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Table 7. Disposition of Subjects — Phase 1 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) 


Received the first booster vaccination 


Completed the first booster vaccination period® 


Received the additional booster vaccination 
Completed the additional booster vaccination period? 


Initial Vaccine Group (as Administered) 


BNT162b1 


10pg 20pg 30pg 100pg 
(N?=21) (N?=24) (N?=24) (N?=9) 
n’(%) m(%) a@%) afi(%) 


21 24 24 9 (100.0) 
(400.0) . 4800) (100.0) 
24 24 24 ~—-8 (88.9) 


(000.0) (100.0) (100.0) 
9 (42.9) 13 (54.2) 13 (54.2) 0 
9 (42.9) 13 (54.2) 12(50.0) 0 


Completed the 6-month post—additional booster vaccination viSit 0 0 0 0 
Completed the study 14 (66.7) 18 (75.0) 13 (54.2) 8 (88.9) 
Withdrawn from the study 7 (33.3) 6(25.0) 11 (45.8) 1 (11.1) 

Withdrawn after the first booster vaccinatiém“and before the 1-month post-first 0 0 0 1(11.1) 


booster vaccination visit 


Withdrawn after the 1-month psi—first booster vaccination visit and before the 6 (28.6) 6(25.0) 9 (37.5) 0 


additional booster vaccinatioxcvisit 
Withdrawn after the,additional booster vaccination visit 
Reason for, withdrawal 
Préiocol deviation 
No longer meets eligibility criteria 
Withdrawal by subject 
Lost to follow-up 
Other 


1 (4.8) 0 2 (8.3) 0 


4(19.0) 5(20.8) 4(16.7) 0 


3(143) 0 5(208) 0 
0 1(4.2) 2(8.3) 0 
0 0 0 1(11.1) 
0 0 0 0 
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BNPT62b2 


Hyg 20ng 30ng Placebo Total 
(N*=22) (N*=23) (N*=24) (N*=28) (N?=175) 
n’(%) = n>(%) n>(%) n> (%) n? (%) 


29 23 24 (100.0) 28 (100.0) 175 (100.0) 
(100.0) (100.0) 
py) 23 24.(100.0) 28 (100.0) 174 (99.4) 


(100.0) (100.0) 


14 (63.6) 16 (69.6) 15(62.5) 0 80 (45.7) 
14 (63.6) 16 (69.6) 15(62.5) 0 79 (45.1) 
0 0 0 0 0 


19 (86.4) 19 (82.6) 16 (66.7) 20(71.4) 127 (72.6) 


3 (13.6) 4(17.4) 8 (33.3) 8(28.6) 48 (27.4) 
0 0 0 0 1 (0.6) 

3 (13.6) 2(8.7) 6(25.0) 8 (28.6) 40 (22.9) 
0 2(8.7) 2(8.3) 0 7 (4.0) 
0 2(8.7) 2(83) 4(14.3) 21 (12.0) 

2(9.1) 1(43) 4(16.7) 2(7.1) 17.7) 
0 0 0 1(3.6)  4(2.3) 
0 0 1 (4.2) 0 2 (1.1) 


1(4.5) 1(43) 1(42) 16.6)  4(23) 
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Table 7. Disposition of Subjects — Phase 1 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 


10ng 20pg 30ng 100g 10ng 20ng 300g 
(N?=21) (N?=24) (N?=24) (N*=9) (N?=22) (N?=23),€N#=24) 
n>(%) m>(%) m>(%) m>(%) n>(%) n> n>(%) 


N = number of assigned subjects in the specified group, or the total sample. This value is the denominator for the percentage calculations. 
n= Number of subjects with the specified characteristic. 
First booster vaccination period: from the first booster vaccination to the 1-month follow-up visit afteithe first bedster vaccination. 
Additional booster vaccination period: from the additional booster vaccination to the 1-month feilow-up\isit after the additional booster vaccination. 
PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adds Table Gewération; l9MA Y 2023 (04:24) 
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Placebo 
(N?=28) 
n> (%) 


Total 
(N?=175) 
n> (%) 
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4.1.2. Important Protocol Deviations 


PDs were identified throughout the study by monitoring of informed consent documentations” 
source documents, and other clinical trial-related documents. In addition, PDs were identified 
by remote monitoring of electronic CRFs, and review of the project databases (interactiy® 
response technology, clinical and safety databases, vendor database for e-diary data, axtd 
programmatic output from the clinical database). All PDs were documented in a desi@nated 
clinical trial management system. . 


Appendix 16.2.2.1 includes important PDs in all participants in the Phase 1 gfoups listed in 
this final report that may have significantly impacted the completeness, ac¢iiracy, and/or 
reliability of the study data or that may have significantly affected a parti¢ipant’s rights, 
safety, or well-being. 


A formal acknowledgment by the study team was made that deviations were reviewed and 
GCP compliance was maintained. 


Important PDs can be found in the following: 


Important Protocol Deviations After the First Booster Dose — Piase 1 — Supplemental Table 14.1 
Subjects Who Received the First Booster Dose of BN i oe (30 pg) — 
Booster Safety Population 


Important Protocol Deviations After the ae Dose — Phase | Supplemental Table 14.2 
1 — Subjects Who Received the Additional Bedster 26se of BNT 162b2 
(30 ug) as Part of Protocol Amendment 19 @Booster Safety Population 


4.1.3. Populations Analyzed 


The BNT162b2 booster safety population for placebo, BNT162b1, and BNT162b2 dose 
groups is presented in Table.&: See Table 5 for interim reporting. 


PFIZER CONFIDENTIAL 


Page 78 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


Table 8. 


Booster Safety Population — Phase 1 — Subjects Who Received BoosteDose 
of BNT162b2 (30 pg) 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 


10ng 20ng 30ng 100pg 10pg 20nz 30ng Placebo 
n’'(%) n'(%) n’(%) n®(%) n°(%) m%)  n*(%) n* (%) 


Received the first booster 21 24 24 9 22 23 24 28 
vaccination 
BNT162b2 (30 pg) 21 24 24 9 (100.0) 22 23 24 (100.0) 28 (100.0) 
(100.0) (100.0) (100.0) (100.0) (100.0) 
Received the additional booster 9 (42.9) 13 (54.2) 13 (54.2) 0 14 (63.6) 16 (69.6) 15 (62.5) 0 
vaccination 
Booster safety population 21 24 24 9 100.0) 22 23 24 (100.0) 28 (100.0) 


a. n= Number of subjects with the specified characteristic, 


(100.0) (100.0) (100.0) (100.0) (100.0) 


b. This value is the denominator for the percentagecalculatrons. 
PFIZER CONFIDENTIAL SDTM Creation: 1OMA@2022°¢16:40) Source Data: adsl Table Generation: OSMAY2023 
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Median follow-up time for participants that received the first booster vaccination to the end 
of the study ranged from 12.3 to 21.4 months and 5.3 to 6.4 months for the additional booster 


vaccination to the end of the study (Table 9). 


Table 9. Follow-up Time After Booster Dose — Phase 1 — Subjects Who Regeived 
Booster Dose of BNT162b2 (30 pg) — Booster Safety Populatiox 


Initial Vaccine Group (as Administered) 


BNT162b1 


10pg 20ng = 330pg 100pg 
n’?(%) n’*(%) n*(%) n*(%) 


Total exposure from the additional 
booster vaccination to the end of study 


Received the additional booster 9 13 13 0 
vaccination? 
<3 Months 0 0 1(7.B 
>3-<6 Months 9 13 AW 
(100.0) (10@0) (92.3) 
>6 Months 0 0 0 
Mean (SD) 5.5 5 5.0 
(0229) (0.25) (1.22) 
Median 5.6 5.7 53 
Min, max (AiG; (5.3, (1.1, 


3.9) 6.0) 5.8) 
Total exposure from the first booster 
vaccination to the end of study 
Received the first booster vaccixation> 21 24 24 9 


<12 Months 4(19.0) 1(4.2) 1(4.2) 2 (22.2) 
3 (14.3) 5 (20.8) 5 (20.8) 7(77.8) 


>12-<15 Months 


BN1162b2 


10pg>  20pg 30pg Placebo 
n2@o) nm’(%) m'(%) nn? (%) 


14 16 15 0 


0 0 0 
1(7.1) 1(6.3) 1(6.7) 


12 15 14(93.3) 
(92.9) (93.8) 


6.3 6.3 6.3 (0.41) 
(0.34) (0.25) 


6.3 6.4 6.4 


(5.3, (5.6, (4.9, 6.5) 
6.7) 6.5) 


22 23 24 28 
0 1(43) 4(16.7) 92.1) 
2(9.1) 1(4.3) 2(8.3) 19 (67.9) 


>15-<18 Months 5 (23.8) 5 (20.8) 6(25.0) 0 6 (27.3) 5(21.7) 2(8.3) 0 
>18-<21 Months 8 (38.1) 13 12 0 0 0 2 (8.3) 0 
(54.2) (50.0) 
>21 Months 1(48) 0 0 0 14 16 14(58.3) 0 
(63.6) (69.6) 
Mean (SR) 167: 18 AF 11.1 198 19.7 184 11.1 (2.52) 
(4.07) (3.30) (3.31) (3.02) (2.73) (4.07) (4.98) 
Median 17.0 204 18.6 12.3 212 214 214 12.4 
Mir’, max (8.6, (9.9, (9.5, (3.3,12.8) (14.3, (41, (5.7, (6.0, 13.5) 


21.5) 20.8) — 20.8) 


‘a. n= Number of subjects with the specified characteristic. 


22.3) 22.3) 22.3) 


b. This value is the denominator for the percentage calculations for the subcategories. 
PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adsl Table Generation: 19MAY2023 
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4.1.4. Demographic and Other Baseline Characteristics 


Demographic characteristics of participants in Phase 1 who received the first booster dose of: 
BNT162b2 (30 pg) are shown in Table 10. Demographic characteristics for Phase 1 
participants who received the additional booster dose were similar to those participants that 
received the first booster dose (Supplemental Table 14.3). . 
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Table 10. Demographic Characteristics — Phase 1 — Subjects Who Received the Firs¢ 
Booster Dose of BNT162b2 (30 1g) — Booster Safety Population 


Initial Vaccine Group (as Administered) 


BNT162b1 


10pg 20p¢g 30pg 100pg 
(N*=21) (N*=24) (N*=24) (N?=9) 
n’(%) =n>(%) m>(%) = n>(%) 


Sex 

Male 9 (42.9) 13 (54.2) 10 (41.7) 3 (33.3) 

Female 12 (57.1) 11 (45.8) 14 (58.3) 6 (66.7) 
Race 

White 17 (81.0) 22 (91.7) 20 (83.3) 8 (88.9) 

Black or African 1(4.8) 2(8.3) 0 0 
American 

Asian 3 (14.3) 0 4(16.7) 1d) 
Ethnicity 

Hispanic/Latino 1 (4.8) 0 1 (4.2) 0 

Non-Hispanic/non- 20 (95.2) 24 22 91eN 9 (400.0) 
Latino (100.0) 

Not reported 0 0 {¥4.2) 0 
Country 

USA 21 24 24 9 (100.0) 


(100.0) (100.0) (100.0) 


Age at booster 
vaccination (years) 


Mean (SD) 49.1 33.4 53.6 39.7 
(20.89)(14.95) (18.71) (10.48) 

Median 42.4 60.5 59.0 37.0 

Min, max (25983) (31,82) (24,77) (26, 54) 


BNT162b2 


10pg 20ng 30ng Riacebo Total 
(N*=22) (N*=23) (N*=24) C(N*=28) — (N?=175) 
n’(%) = n>(%) =n (%y n? (%) n’ (%) 


§ (22.7) 11 (47.8% 9 (37.5) 12 (42.9) 72 (41.1) 
17 (77.3) 12 (522) 15 (62.5) 16 (57.1) 103 (58.9) 


21 (95.5) @Y1 (91.3) 21 (87.5) 28 (100.0) 158 (90.3) 


0 2(8.7)  1(4.2) 0 6 (3.4) 
1(4.5) 0 2 (8.3) 0 11 (6.3) 

0 0 0 0 2 (1.1) 

22 23 24 (100.0) 28 (100.0) 172 (98.3) 
(100.0) (100.0) 

0 0 0 0 1 (0.6) 

22 23 24(100.0) 28 (100.0) 175 (100.0) 


(100.0) (100.0) 


55.6 56.1 53.8 55.1 53.9 
(16.99) (18.26) (17.33) (17.82) (17.73) 
66.0 65.0 60.0 60.5 54.0 


(22,74) (24,82) (24,75) (20,78) (20, 83) 


a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 


b. n=Number of subjects with the specified characteristic. 
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4.1.5. Concomitant Therapy 


Concomitant vaccines received after the booster doses during the study are reported in the 
following: 


Nonstudy Vaccines Received After the First Booster Dose — Phase | — Supplemental Table 14.4 . 
Subjects Who Received the First Booster Dose of BNT162b2 (30 tg) — 
Booster Safety Population 


Nonstudy Vaccines Received After the Additional Booster Dose — Phase 1 | Supplemental Table 14.5 
— Subjects Who Received the Additional Booster Dose of BNT162b2 (30 ‘on 
ug) as Part of Protocol Amendment 19 — Booster Safety Population 


4.1.6. Exposure 


Participants who received the first and additional booster vaccinations of BNT162b2 (30 ug) 
are presented in (Table 11). See Table 5 for interim reporting< 


For the BNT162b1, BNT162b2, and placebo groups, the.iedian time between Dose 2 and 
the first booster vaccination ranged from 8.3 to 15.5 méaths. Other than the BNT162b1 
100-pg dose group, most participants received.the bodster dose of BNT162b2 either 

<9 months after Dose 2 or >9 to <12 months,afterDose 2. All participants receiving the 
booster dose in the BNT162b1 100-yg dose<group received the first booster vaccination 
>15 to <18 months after Dose 2. 


For participants in the BNT162b1 asd BNT162b2 dose groups who received the additional 
booster vaccination, the median time_between the first booster vaccination and the additional 
booster vaccination ranged from 14,9%to 15.7 months. Most participants received the 
additional booster dose of BNT162b2 >15 to <18 months after the first booster vaccination. 
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Table 11. Vaccine Administration Timing — Phase 1 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 


10pg 20ng 30pg 100pg 10pg 20ng Sopg Placebo 
n’ (%) n’ (%) n’ (%) n* (%) n’ (%) n’ (%) n” (%) n* (%) 


First booster vaccination 


N° 21 24 24 9 22 23 24 28 
<9 Months 3(14.3) 24(100.0) 12 (50.0) 0 21 (95.5) 22 (95.7) 23(95.8) 310.7) 
>9-<12 Months 18 (85.7) 0 12 (50.0) 0 1(4.5)0° 1 (4.3) 0 24 (85.7) 
>12-<15 Months 0 0 0 0 @ 0 0 1 (3.6) 
>15-<18 Months 0 0 0 9 (100.0) iv) 0 0 0 
>18-<21 Months 0 0 0 0 0 0 1 (4.2) 0 
Mean (SD) 9.6 (0.67) 8.5 (0.28) 9.3 (0.60) 15.8 (0.652 8.5 (0.56) 8.4 (0.18) 8.7(2.21) 9.7 (0.82) 
Median 10.0 8.5 9.2 15S 8.4 8.4 8.3 9.4 
Min, max (8.8, 10.8) (8.0, 8.8) (8.5, 10a) (1537 17.3) (7.8, 10.3) (8.3,9.0) (7.9, 19.0) (8.7, 12.3) 
Additional booster 
vaccination? 
N° 9 13 13 0 14 16 15 0 
<15 Months 4(44.4) 7(538% 3(B.1) 4 (28.6) 0 1 (6.7) 
>15-<18 Months 5 (55.6) 6 (46.2) 00 (76.9) 10 (71.4) 16 (100.0) 14 (93.3) 
Mean (SD) 15.1 15.00.28) 15.3 15.4 15.4(0.34) 15.5 (0.40) 
(0.43) (0.36) (0.46) 
Median 15.0 M9 15.3 15.6 15.6 15.7 
Min, max (14.7, 2047, (148, (14.8, (15.0, (14.8, 15.9) 
15.9) 15.3) 15.8) 16.0) 15.9) 


a. n= Number of subjects witinthe specified characteristic. 

b. Months calculated sinceh¢ second dose of BNT162b1/BNT162b2. 

c. This value is the denommator for the percentage calculations of the subcategories. 

d. Months calculated since the first booster dose of BNT162b2. 
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4.2. Phase 2/3 


This part of the study was conducted at 153 sites in the United States, Brazil, Argentina, 
Germany, South Africa, and Turkey (Appendix 16.1.4.1). 


4.2.1. Disposition of Participants 


4.2.1.1. Disposition of Participants from Dose 1 of BNT162b2 30 wg to Before Booster 
Dose 


Final disposition of all randomized Phase 2/3 participants 12 through 15 year@of age and 
>16 years of age is presented in Table 12 for the blinded placebo- controlled and open-label 
follow-up periods. See Table 5 for interim reporting. 


Final disposition of all randomized Phase 2/3 HIV-positive participafits is presented in 
Table 13 for the blinded placebo-controlled and open-label followsup periods. 


The following is noted for these participants: 


e Individuals 12 through 15 years of age and = 16 yearsof age were unblinded as they 
became locally eligible and wished to know their va@ecine assignment to confirm prior 
vaccination with BNT162b2 (if randomizedsto thi§ group), or to receive BNT162b2 (if 
randomized to placebo). Unblinded recipients; Stiginally randomized to BNT162b2 were 
followed in an open-label manner. Unbiinde@recipients originally randomized to placebo 
were offered BNT162b2 vaccination{Doses 3 and 4 [first and second dose of BNT162b2 
30 wg, respectively]) and were alse followed in an open-label manner. 


e Seventeen participants were inédvertently enrolled at multiple sites (see 
Appendix 16.2.1.2 for further def4ils) and they were excluded from all data summaries. 


Participants 12 Through 15 Years of Age 


During the blinded placebo-eontrolled follow-up period, most participants 12 through 15 
years of age that were randomized to the BNT162b2 and placebo groups received Doses 1 
and 2 (Table 12). There;were 3 participants (0.3%) in the BNT162b2 group and 14 
participants (1.2%) im@the placebo group who discontinued from the vaccination period 
(Dose 1 to the 1-mionth post—Dose 2 visit). Most participants completed the 1-month 
post-Dose 2 vist({=97.8%). Few participants in the BNT162b2 and placebo groups were 
withdrawn frem the study (0.8% and 1.5%, respectively), and all were because of withdrawal 
by the part@ipant, withdrawal by parent/guardian, being lost to follow-up, other reasons, or 
participant no longer meeting eligibility criteria. 


During the open-label follow-up period, 402 participants (35.4%) 12 through 15 years of age 
inthe BNT162b2 group and 235 participants (20.8%) in the placebo group withdrew from 
the study, mostly due to other reasons or no longer meeting eligibility criteria 


> (Appendix 16.2.1.1). 
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Participants >16 Years of Age 


During the blinded placebo-controlled follow-up period most participants >16 years of age 
that were randomized to the BNT162b2 and placebo groups received Doses 1 and 2 

(Table 12). There were 335 participants (1.5%) in the BNT162b2 group and 527 partictpants 
(2.4%) in the placebo group who discontinued from the vaccination period (Dose 1 tothe 1- 
month post—Dose 2 visit). Most participants completed the 1-month post-Dose 2 visit 
(>97.1%). Few participants in the BNT162b2 and placebo groups were withdraw® from the 
study (2.2% and 1.9%, respectively), and most were due to withdrawals by the SPartpat or 
being lost to follow-up. 


During the open-label follow-up period, 11,764 participants (53.3%) =>26 years of age in the 
BNT162b2 group and 5158 participants (23.4%) in the placebo groug withdrew from the 
study, and the most common reason for withdrawal was due to other reasons 

(Appendix 16.2.1.1). ; 


Participants With Confirmed Stable HIV Disease 


During the blinded placebo-controlled follow-up periodsmost HIV-positive participants 
randomized to the BNT162b2 and placebo groups rectived Doses | and 2 (Table 13). There 
were 4 participants (4.0%) in the BNT162b2,gfousrand 4 participants (4.0%) in the placebo 
group who discontinued from the vaccinatisn petiod (Dose | to 1 month after Dose 2). Most 
participants completed the 1-month post2Dose’2 visit (=97.0%). Few participants in the 
BNT162b2 and placebo groups were.withdtawn from the study (2.0% and 4.0%, 
respectively). The reasons were withdrawal by the participant, lost to follow-up, and death. 


In the BNT162b2 (30 ug) group, dufing the open-label follow-up period, there were 58 
participants (58.0%) withdrawn from the study, and most were due to other reasons. 


In the placebo group, during the open-label follow-up period, most participants originally 
randomized to placebo received Doses 1 and 2 (89.1% and 88.1%, respectively) of 


BNT162b2. There werect9 participants (18.8%) in this group who were withdrawn from the 
study. The most common reason was “other” (Appendix 16.2.1.1). 
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Table 12. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 Subjects 


Randomized 
Not vaccinated 
Original blinded, placebo-controlled follow-up period 
Vaccinated 
Dose 1 
Dose 2 


Discontinued from the original blinded, placebo-controlledvatcination period® 


Reason for discontinuation 
Lost to follow-up 
Withdrawal by subject 
No longer meets eligibility criferia 
Adverse event 
Physician decision 
Protocol deviation 
Pregnancy 
Death 
Medication error without associated adverse event 
Withdrawal by parent/guardian 
Other 


Unblinded before the 1-month post—Dose 2 visit 


Vaccine Group (as Randomized) 
12-15 Years 26 Years 


BNT162b2 (30 ng) Placebo ~=—- BN 12622 (30 nig) Placebo 
(N*=1134) (N*=1130) (N*=22071) (N?=22071) 
n? (%) n? (%) n? (%) n? (%) 


1134 (00.0) 1130 (100.0) 22071 (100.0) 22071 (100.0) 


3 (NAF 1 (0.1) 55 (0.2) 48 (0.2) 
1131 (99.7) 1129 (99.9) 22016 (99.8) 22021 (99.8) 
1131 (99.7) 1129 (99.9) 22016 (99.8) 22021 (99.8) 
1124 (99.1) 1119 (99.0) 21661 (98.1) 21641 (98.1) 

3 (0.3) 14 (1.2) 335 (1.5) 527 (2.4) 

0 0 156 (0.7) 152 (0.7) 
0 1 (0.1) 107 (0.5) 181 (0.8) 
0 7 (0.6) 14 (0.1) 121 (0.5) 
1 (0.1) 0 22 (0.1) 25 (0.1) 
1 (0.1) 0 5 (0.0) 8 (0.0) 
0 2 (0.2) 3 (0.0) 8 (0.0) 
0 0 4 (0.0) 6 (0.0) 
0 0 3 (0.0) 4 (0.0) 
0 0 3 (0.0) 1 (0.0) 
0 1 (0.1) 1 (0.0) 0 
1 (0.1) 3 (0.3) 17 (0.1) 21 (0.1) 
12 (1.1) 21 (1.9) 262 (1.2) 245 (1.1) 
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Total 
(N?=46406) 
n> (%) 


46406 (100.0) 
107 (0.2) 


46297 (99.8) 
46297 (99.8) 
45545 (98.1) 


879 (1.9) 


308 (0.7) 
289 (0.6) 
142 (0.3) 
48 (0.1) 
14 (0.0) 
13 (0.0) 
10 (0.0) 
7 (0.0) 
4 (0.0) 
2 (0.0) 
42 (0.1) 
540 (1.2) 
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Table 12. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 Subjects 


Completed the 1-month post—Dose 2 visit 


Completed the study 
Withdrawn from the study 
Withdrawn after Dose | and before Dose 2 
Withdrawn after Dose 2 and before the 1-month post—Dose 2 visit 
Withdrawn after the 1-month post—Dose 2 visit 
Reason for withdrawal from the study 
Lost to follow-up 
Withdrawal by subject 
Protocol deviation 
No longer meets eligibility criteria 
Death 
Adverse event 
Physician decision 
Withdrawal by parent/guardian 
Refused further study procedures 
Pregnancy 
Medication ¢xror without associated adverse event 
Other 
Open-label follow-up period 
Originally randomized to BNT162b2 
Received Dose 2/unplanned dose 
Completed the 1-month post—Dose 2 visit 
Completed the 6-month post—Dose 2 visit 


Vaccine Group (as Randomized) 


12-15 Years 216 Years 
BNT162b2 (30 pg) Placebo BNT162b2 (30 pg) Placebo 
(N*=1134) (N*=1130) (N*=22071) €N*=22071) 
n? (%) n (%) n? (%) n? (%) 
1119 (98.7) 1105 (97.8) 24473 (97.3) 21423 (97.1) 
3 (0.3) 2 (0.2) 21 (0.1) 37 (0.2) 
9 (0.8) 17.4B) 495 (2.2) 635 (2.9) 
0 0 186 (0.8) 217 (1.0) 
@ 3 (0.3) 103 (0.5) 145 (0.7) 
9 (08) 14 (1.2) 206 (0.9) 273 (1.2) 
4 (0.4) 2 (0.2) 256 (1.2) 281 (1.3) 
1 (0.1) 7 (0.6) 139 (0.6) 250 (1.1) 
0 0 15 (0.1) 39 (0.2) 
0 2 (0.2) 16 (0.1) 21 (0.1) 
0 0 18 (0.1) 16 (0.1) 
0 0 9 (0.0) 9 (0.0) 
0 0 5 (0.0) 7 (0.0) 
1 (0.1) 5 (0.4) 1 (0.0) 0 
0 0 2 (0.0) 0 
0 0 0 1 (0.0) 
0 0 1 (0.0) 0 
3 (0.3) 1 (0.1) 33 (0.1) 11 (0.0) 
1119 (98.7) 21500 (97.4) 
4 (0.4) 139 (0.6) 
12 (1.1) 233 (1.1) 
1003 (88.4) 20760 (94.1) 
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Total 
(N?=46406) 
n> (%) 


45120 (97.2) 
63 (0.1) 
1156 (2.5) 
403 (0.9) 
251 (0.5) 
502 (1.1) 


543 (1.2) 
397 (0.9) 
54 (0.1) 
39 (0.1) 
34 (0.1) 
18 (0.0) 
12 (0.0) 
7 (0.0) 
2 (0.0) 
1 (0.0) 
1 (0.0) 
48 (0.1) 
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Table 12. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 Subjects 


Withdrawn from the study 
Withdrawn before the 6-month post—Dose 2 visit 
Withdrawn after the 6-month post—Dose 2 visit 
Reason for withdrawal from the study 
No longer meets eligibility criteria 
Withdrawal by subject 
Lost to follow-up 
Protocol deviation 
Death 
Physician decision 
Withdrawal by parent/guardian 
Refused further study procedures 
Adverse event 
Pregnancy 
Other 


Originally randomized to placebo 


Withdrawn from the stud\after unblinding and before receiving BNT162b2 


Received first doge\of BNT162b2 [30 pg] 
Received second dose of BNT162b2 [30 pg] 


Disgontinued from the open-label vaccination period¢ 

Reason for discontinuation from the open-label vaccination period 
Lost to follow-up 
Withdrawal by subject 
Protocol deviation 


Vaccine Group (as Randomized) 


12-15 Years 
BNT162b2 (30 pg) Placebo 
(N*=1134) (N*=1130) 
n> (%) n> (%) 
402 (35.4) 
31 (2.7) 
371 (32.7) 
106€9-3) 
41 (3.6 
30 2.6) 
21 (1.9) 
0 
0 
14 (1.2) 
0 
0 
0 
190 (16.8) 
1110 (98.2) 
81 (7.2) 
1014 (89.7) 
1001 (88.6) 
13 (1.2) 
2 (0.2) 
2 (0.2) 
6 (0.5) 
PFIZER CONFIDENTIAL 


Page 89 


216 Years 
BNT162b2 (30 pg) Placebo 
(N*=22071) {N*=22071) 
n> (%) n> (%) 
1¢y64 (53.3) 
402 (1.8) 


11362 (51.5) 


796 (3.6) 
730 (3.3) 
623 (2.8) 
493 (2.2) 
43 (0.2) 
27 (0.1) 
2 (0.0) 
7 (0.0) 
4 (0.0) 
1 (0.0) 
9038 (40.9) 
21351 (96.7) 
871 (3.9) 
20358 (92.2) 
20280 (91.9) 


168 (0.8) 


89 (0.4) 
31 (0.1) 
14 (0.1) 


Total 
(N?=46406) 
n> (%) 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


Table 12. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 Subjects 


Vaccine Group (as Randomized) 


12-15 Years 


BNT162b2 (30 ng) 
(N*=1134) 
n> (%) 


No longer meets eligibility criteria 
Adverse event 

Death 

Physician decision 

Pregnancy 

Refused further study procedures 
Other 


Completed the 1-month post-second dose of BNT162b2 visit 


Withdrawn from the study 


Withdrawn after first dose of BNT162b2 and before second dose@of 
BNT162b2 


Withdrawn after second dose of BNT162b2 and beferethe 1-month post— 
second dose of BNT162b2 visit 


Withdrawn after the 1-month post—-seconélese of BNT162b2 visit 

Reason for withdrawal from the study 
No longer meets eligibilitycriteria 
Lost to follow-up 
Withdrawal by Subject 
Protogol\deviation 
Déath 
Physician decision 
Refused further study procedures 
Adverse event 
Withdrawal by parent/guardian 
Pregnancy 
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Placebo 
(N*=1130) 
n> (%) 


SO CO CO 


0 
1 (0.1) 
2 (0.2) 
1001 (88.6) 


235 (20.8) 
10 (0.9) 


3 (0.3) 
222 (19.6) 


96 (8.5) 
31 (2.7) 
23 (2.0) 
15 (1.3) 
1 (0.1) 


216 Years 


BNT162b2 (30 pg) 


(N*=22071) 


n> (%) 


Placebo 
€N*=22071) 
n> (%) 


10 (0.0) 
6 (0.0) 
3 (0.0) 
3 (0.0) 
1 (0.0) 
0 
11 (0.0) 
20162 (91.4) 


5158 (23.4) 
72 (0.3) 


96 (0.4) 


4990 (22.6) 


1345 (6.1) 
638 (2.9) 
535 (2.4) 
530 (2.4) 
38 (0.2) 
20 (0.1) 

5 (0.0) 
3 (0.0) 
0 
1 (0.0) 


Total 
(N?=46406) 
n> (%) 
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Table 12. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 Subjects 


Vaccine Group (as Randomized) 


12-15 Years 216 Years 
BNT162b2 (30 pg) Placebo BNT162b2 (30 pg) Placebo Total 
(N*=1134) (N*=1130) (N*=22071) {N*=22071) (N*=46406) 
n> (%) n> (%) n> (%) n> (%) n> (%) 
Other 66 (5.8) 2043 (9.3) 


Note: Human immunodeficiency virus (HIV)-positive subjects are included in this summary but analyzed and reportedSeparately. 

Note: Subjects randomized but did not sign informed consent or had a significant quality event due to laék-of PLeyersight are not included in any analysis population. 

Note: Because of a dosing error, four subjects received an additional dose of BNT162b2 (30 pg) at@ryunschedtied visit after receiving 1 dose of BNT162b2 (30 tg) and 1 dose 
of placebo. Two subjects received an additional dose of BNT162b2 (30 jug) at an unscheduled Visit after@eceiving 2 doses of BNT162b2 (30 Lug). 

a. N=number of randomized subjects in the specified group, or the total sample. This@%aluie iste denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 

c. Original blinded, placebo-controlled vaccination period: from Dose | to the 1-monthpdst—Dose 2 visit. Subjects who missed the 1-month post—Dose 2 visit but completed 
subsequent visits were considered as completed vaccination period as well. 

d. Open-label vaccination period: from first dose of BNT162b2 [30 1g] to th@)l-month post—second dose of BNT162b2 [30 1g] visit. Subjects who missed the 1-month post— 
second dose of BNT162b2 [30 tg] visit but completed subsequent visits, were considered as completed open-label vaccination period as well. 
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Table 13. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 — HIV-Positive 


Subjects 


Randomized 
Not vaccinated 
Original blinded, placebo-controlled follow-up period 
Vaccinated 
Dose 1 
Dose 2 


Discontinued from the original blinded, placebo-controlled vaccindtion period® 


Reason for discontinuation 
Lost to follow-up 
No longer meets eligibility criteria 
Pregnancy 
Withdrawal by subject 


Unblinded before the 1-monfh post—Dose 2 visit 
Completed the 1-mortt) post—Dose 2 visit 


Completed theGtudy 
Withdrawn from the study 
Withdrawn after Dose | and before Dose 2 
Withdrawn after Dose 2 and before the 1-month post—Dose 2 visit 
Withdrawn after the 1-month post—Dose 2 visit 
Reason for withdrawal from the study 
Lost to follow-up 
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Vaccine Group (as Randomized) 


216 Years 
BNT16262.(30 pg) Placebo Total 
(N*=100) (N?=101) (N*=201) 
n> (%) n? (%) n? (%) 
100 (100.0) 101 (100.0) 201 (100.0) 
0 0 0 
100 (100.0) 101 (100.0) 201 (100.0) 
100 (100.0) 101 (100.0) 201 (100.0) 
96 (96.0) 97 (96.0) 193 (96.0) 
4 (4.0) 4 (4.0) 8 (4.0) 
1 (1.0) 2 (2.0) 3 (1.5) 
2 (2.0) 1 (1.0) 3 (1.5) 
1 (1.0) 0 1 (0.5) 
0 1 (1.0) 1 (0.5) 

1 (1.0) 0 1 (0.5) 
98 (98.0) 98 (97.0) 196 (97.5) 
2 (2.0) 0 2 (1.0) 

2 (2.0) 4 (4.0) 6 (3.0) 

1 (1.0) 3 (3.0) 4 (2.0) 

0 0 0 
1 (1.0) 1 (1.0) 2 (1.0) 

1 (1.0) 2 (2.0) 3 (1.5) 
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Table 13. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 — HIV-Positive 


Subjects 


Death 
Withdrawal by subject 


Open-label follow-up period 
Originally randomized to BNT162b2 
Received Dose 2/unplanned dose 
Completed the 1-month post—Dose 2 visit 
Completed the 6-month post—Dose 2 visit 
Withdrawn from the study 
Withdrawn before the 6-month post—Dose 2 visit 
Withdrawn after the 6-month post—Dose 2 visit 
Reason for withdrawal from the study 
Withdrawal by subject 
Lost to follow-up 
Protocol deviation 
No longer meets eligibility: Criteria 
Other 
Originally randopsized to placebo 
Withdraym from the study after unblinding and before receiving BNT162b2 
Recaived first dose of BNT162b2 [30 pg] 
Received second dose of BNT162b2 [30 pg] 


Discontinued from the open-label vaccination period“ 
Reason for discontinuation from the open-label vaccination period 
Withdrawal by subject 
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Vaccine Group (as Randomized) 


216 Years 


BNT162b2 (30 ng) 
(N*=100) 
n? (%) 
1 (1.0) 
0 


96 (96.0) 
0 
1 (1.0) 
88 (88.0) 
58 (58.0) 
3 (3.0) 
55 (55.0) 


7 (7.0) 
3 (3.0) 
2 (2.0) 
1 (1.0) 
45 (45.0) 


Placebo 
(N*=101) 
n> (%) 


1 (1.0) 
1 (1.0) 


97 (96.0) 
6 (5.9) 
90 (89.1) 
89 (88.1) 


1 (1.0) 


1 (1.0) 


Total 
(N*=201) 
n> (%) 


2 (1.0) 
1 (0.5) 
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Table 13. Disposition of All Randomized Subjects — From Dose 1 to Before Booster Dose — Phase 2/3 — HIV-Positive 


Subjects 
Vaccine Group (as Randomized) 
216 Years 
BNT162b2 (30 pg) Placebo Total 
(N?=100) (N?=101) (N?=201) 
n? (%) n> (%) n> (%) 
Completed the 1-month post-second dose of BNT162b2 visit 89 (88.1) 
Withdrawn from the study 19 (18.8) 
Withdrawn after first dose of BNT162b2 and before second dose of BNT162b2 ; 1 (1.0) 
Withdrawn after second dose of BNT162b2 and before the 1-month post—second doseaFBNT162b2 visit 0 
Withdrawn after the 1-month post—second dose of BNT162b2 visit 18 (17.8) 
Reason for withdrawal from the study 
Protocol deviation 4 (4.0) 
No longer meets eligibility criteria 4 (4.0) 
Withdrawal by subject 2 (2.0) 
Lost to follow-up 1 (1.0) 
Other 8 (7.9) 


Note: Subjects randomized but did not sign informed consent or had a significant quality event due to lack of PI oversight are not included in any analysis population. 

a. N=number of randomized subjects ipthé specified group, or the total sample. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 

c. Original blinded, placebo-coxtvoiled vaccination period: from Dose | to the 1-month post—Dose 2 visit. Subjects who missed the 1-month post—Dose 2 visit but completed 
subsequent visits were considered as completed vaccination period as well. 

d. Open-label vaccination period: from first dose of BNT162b2 [30 1g] to the 1-month post—second dose of BNT162b2 [30 1g] visit. Subjects who missed the 1-month post— 
second dose of BNI362b2 [30 pg] visit but completed subsequent visits were considered as completed open-label vaccination period as well. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adds Table Generation: OOMAY2023 (01:28) 

(DatabaseShapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adds_s002_p23_hiv 


PFIZER CONFIDENTIAL 


Page 94 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


4.2.1.2. Disposition of Participants Who Received Booster Dose of BNT162b2 30 pg 


4.2.1.2.1. Participants Who Received Booster Dose of BNT162b2 30 pg as Part of 
Protocol Amendment 18 


The final disposition of Phase 2/3 participants 12 through 15 years of age and >16 yearsof 
age who received 2 doses of BNT162b2 30 pg and then received a booster dose of 4 
BNT162b2 30 pg as part of protocol amendment 18 is presented in Table 14. See Table 5 for 
interim reporting. 


The final disposition of Phase 2/3 HIV-positive participants who received 2 doses of 
BNT162b2 30 ug and then received a booster dose of BNT162b2 30 ug a&part of protocol 
amendment 18 is presented in Table 15 


Participants 12 Through 15 Years of Age 


Among the 825 participants 12 through 15 years of age who received a booster (Dose 3) of 
BNT162b2 in Phase 2/3, 819 (99.3%) completed the boostet*vaccination period from Dose 3 
to the 1-month follow-up visit after Dose 3, and 649 parti¢ipants (78.7%) completed the 
study (Table 14). 


After receiving the booster dose, 176 participaits;Q1.3%) withdrew from the study, 
including 25 (3.0%) who were lost to follow-upThere were 124 participants (15.0%) 
withdrawn from the study for “other” reasonsAppendix 16.2.1.1). 


Participants >16 Years of Age 


In Phase 2/3, in the =16 years of agezgroup, 22430 participants (99.3%) completed the 
booster vaccination period from the third dose of BNT162b2 to the 1-month follow-up visit, 
and 14990 participants (66.4%)Ccompleted the study (Table 14). 


After receiving the third dose of BNT162b2 30 ug, 7591 participants (33.6%) were 
withdrawn from the studs2’ There were 2356 participants (10.4%) withdrawn from the study 
for protocol deviations¥Appendix 16.2.1.1). 


Participants With Confirmed Stable HIV Disease 


Among the 99HIV-positive participants who received a booster dose of BNT162b2 in 
Phase 2/3,.98 (99.0%) completed the booster vaccination period from the third dose of 
BNT16262 to the 1-month follow-up visit, and 78 participants (78.8%) completed the study 
(Tablei5). 


A,fter receiving the booster dose, 21 participants (21.2%) were withdrawn from the study 


_Qnostly due to other reasons or protocol deviations (Appendix 16.2.1.1). 
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Table 14. Disposition of Subjects — Phase 2/3 — Subjects Who Received Booster Dosé 
of BNT162b2 (30 pg) as Part of Protocol Amendment 18 


Received the booster vaccination 
Completed the booster vaccination period*® 
Completed the 6-month post—booster vaccination visit 


Completed the study 
Withdrawn from the study 


Withdrawn after the booster vaccination and before the 1-month post— 
booster vaccination visit 


Withdrawn after the 1-month and before the 6-month post—boostex 
vaccination visit 

Withdrawn after the 6-month post—booster vaccinatior\ visit 
Reason for withdrawal 

Protocol deviation 

Withdrawal by subject 

Lost to follow-up 

No longer meets eligibility criteria 

Death 

Physician decision 

Refused further study procedures 

Withdrawal by parent/guardian 

Other 


Vaccine Group (as Assigned) 


12-15 Years 
(N?=825) 
n> (%) 


825 (100.0) 
819 (99.3) 
677 (821) 
64978.7) 
76 (21.3) 

5 (0.6) 


95 (11.5) 


76 (9.2) 


20 (2.4) 
6 (0.7) 
25 (3.0) 
0 
0 
0 
0 
1 (0.1) 
124 (15.0) 


BNT162b2 (30 12) 


216 Years 
(N*=22581) 
n> C/) 


22581 (100.0) 
22430 (99.3) 
20241 (89.6) 
14990 (66.4) 
7591 (33.6) 

146 (0.6) 


1967 (8.7) 


5478 (24.3) 


2356 (10.4) 
1653 (7.3) 
1043 (4.6) 
252 (1.1) 
47 (0.2) 

14 (0.1) 

3 (0.0) 

2 (0.0) 
2221 (9.8) 


Total 
(N?=23406) 
n> (%) 


23406 (100.0) 
23249 (99.3) 
20918 (89.4) 
15639 (66.8) 
7767 (33.2) 

151 (0.6) 


2062 (8.8) 


5554 (23.7) 


2376 (10.2) 
1659 (7.1) 
1068 (4.6) 
252 (1.1) 
47 (0.2) 

14 (0.1) 

3 (0.0) 

3 (0.0) 
2345 (10.0) 


Note: Human immunodeficiesey virus (HIV)-positive subjects are included in this summary but analyzed and reported 


separately. 


a. N=number of assigned subjects in the specified group, or the total sample. This value is the denominator for the 


percentage calculations. 
b. n=Number of@ubjects with the specified characteristic. 


c. Booster vaccination period: from booster vaccination to the 1-month follow-up visit after the booster vaccination. 
PFIZER CONKIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adds Table Generation: 19MAY2023 
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Table 15. Disposition of Subjects — Phase 2/3 — HIV-Positive Subjects Who Receives 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18,~ 


Vaccine Group (as7Assigned) 


BNT16262 (30 pg) 


, S16 Years 
(N*=99) 
: n> (%) 
Received the booster vaccination 99 (100.0) 
Completed the booster vaccination period® nw 98 (99.0) 
Completed the 6-month post—booster vaccination visit : 88 (88.9) 
Completed the study ; 78 (78.8) 
Withdrawn from the study 21 (21.2) 
Withdrawn after the booster vaccination and before the 1-month post—booster 1 (1.0) 
vaccination visit ) 
Withdrawn after the 1-month and before the 6-month post-bdostefvaccination visit 8 (8.1) 
Withdrawn after the 6-month post—booster vaccination visit *O 12 (12.1) 
Reason for withdrawal O° 
Protocol deviation o 6 (6.1) 
Lost to follow-up ; 4 (4.0) 
Withdrawal by subject , 3 (3.0) 
Physician decision ve 1 (1.0) 
No longer meets eligibility criteria : 1 (1.0) 
Other 6 (6.1) 


a. N=number of assigned subjects in tte specified group. This value is the denominator for the percentage calculations. 
b. n=Number of subjects with the specified characteristic. 

c. Booster vaccination period: from booster vaccination to the 1-month follow-up visit after the booster vaccination. 
PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adds Table Generation: 19MAY2023 
(01:21) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adds_s002_p23_d3_hiv 


4.2.1.2.2. BN’ ¥i62b2-Naive Participants Assigned to Receive BNT162b2sa and Received 
Booster Dose of BNT162b2 30 ppg as Part of Protocol Amendment 18 


The finabdisposition of all randomized Phase 3 BNT162b2-naive participants assigned to 
receiv€BNT162b2sa is presented in Table 16. These participants were rerandomized to 
receive | or 2 booster doses of BNT162b2 or BNT162b2sa. See Table 5 for interim 
reporting. 


Among the 333 BNT162b2-naive participants assigned to recetve BNT162b2sa, 278 
participants (83.5%) completed the 6-month post—Dose 2 visit and 242 participants (72.7%) 
received a booster dose of BNT162b2 30 ug as part of protocol amendment 18. There were 
102 participants (30.6%) who were withdrawn from the study, and most were because of 
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withdrawal by the participant, lost to follow-up, and other reasons (most participants were 
enrolled into another clinical study) (Appendix 16.2.1.3). 


Table 16. Disposition of Subjects — Phase 3 —- BNT162b2-Naive Subjects Assigiied to 


Receive BNT162b2sa 
Vaevine Group (as 
Assigned) 
BNT162b2sa (30 pg) 
(N*=333) 
n’ (%) 
Assigned 333 (100.0) 
Not vaccinated 3 (0.9) 
Received Dose 1 330 (99.1) 
Received Dose 2 329 (98.8) 
Completed the vaccination period® 321 (96.4) 
Completed the 6-month post—Dose 2 visit 278 (83.5) 
Received the booster vaccination 242 (72.7) 
Completed the booster vaccination period4 237 (71.2) 
Completed the 6-month post—booster vaccinatior@yisit 221 (66.4) 
Completed the study 228 (68.5) 
Withdrawn from the study 102 (30.6) 
Withdrawn after Dose 1 and before Dose 2 1 (0.3) 
Withdrawn after Dose 2 and before the 1-menth post—Dose 2 visit 8 (2.4) 
Withdrawn after the 1-month post—Dos¢2visit and before the 6-month post—Dose 2 visit 20 (6.0) 
Withdrawn after the 6-month post—Dase 2 visit and before the booster vaccination 31 (9.3) 
Withdrawn after the booster vacciation and before the 1-month post—booster vaccination 5 (1.5) 
visit 
Withdrawn after the 1-montkrpost—booster vaccination visit and before the 6-month post— 12 (3.6) 
booster vaccination visit 
Withdrawn after the 6-menth post—booster vaccination visit 25 (7.5) 
Reason for withdrawa! 
Lost to follo@-up 50 (15.0) 
Withdrawat by subject 18 (5.4) 
No longer meets eligibility criteria 8 (2.4) 
Pratdscol deviation 2 (0.6) 
ther 24 (7.2) 


NoteMHIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 

a. N = number of assigned subjects in the specified group. This value is the denominator for the percentage calculations. 
‘by =n = Number of subjects with the specified characteristic. 

c. Vaccination period: from Dose | to the 1-month post—Dose 2 visit. 

d. Booster vaccination period: from booster vaccination to the 1-month follow-up visit after the booster vaccination. 
PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adds Table Generation: 12MAY2023 
(03:39) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adds_s002_na 


PFIZER CONFIDENTIAL 


Page 98 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


4.2.1.2.3. BNT162b2-Experienced Participants Who Were Rerandomized to Receive 
Booster Dose(s) Under Protocol Amendments 14 and 15 and Received an Additional 
Booster Dose of BNT162b2 (30 ng) 


The final disposition of Phase 2/3 BNT162b2-experienced participants who received the 2 
dose primary series of BNT162b2 30 pg and were rerandomized/assigned to receive 4 
booster (Dose 3) of BNT162b2 (30 ug, or lower dose of 5 or 10 ug), or 1 or 2 booster? doses 
of BNT162b2sa 30 pg under protocol amendments 14 and 15, is presented in Tabte 17. Final 
disposition of Phase 3 BNT162b2-experienced participants who were rerandonrtfzed to 
receive a lower booster dose of BNT162b2 are also presented in Sunplomengy Table 14.6 


All participants received the first booster vaccination. An additional boos ‘ter vaccination of 
BNT162b2 30 wg (Dose 4/5) offered as part of protocol amendment 19 was received by 
41.8% to 62.9% of these participants who had already received at least 1 booster, including 
15 participants who received a total of 5 doses (2 booster doses efBNT162b2sa 30 pg 

[Dose 3 and Dose 4], followed by a third booster with BNT162b2 30 ug [Dose 5]). The most 
frequent reasons for withdrawals were: 


e Withdrawal by participant (18 [5.8%] participants in BNT162b2 [30 pg] group, 
4 [13.3%] participants in BNT162sa [30 Hg, 2¢doses] group, 11 [13.9%] in 
BNT162b2 [5 pg] group) and 12 [15.8%] im BNT162b2 [10 wg] group) 


e No longer meeting eligibility critéta (i 7 [21.5%] participants in BNT162b2 [5 yg] 
group and 19 [25.0%] participarits insBNT162b2 [10 ug] group) 


e Lost to follow-up (24 [7.7%] patticipants in BNT162b2sa [30 pg] group) 
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Table 17. Disposition of Subjects — Phase 2/3 —- BNT162b2-Experienced Subjects Who Were Rerandomized/Assigned to 


Receive Booster Dose(s) — Booster Safety Population 


Booster Vaccine Groups 


Booster Vaccine 


(as Rerandomizee} Group 
(as Assigned) 
BNT162b2 BNF{62b2sa BNT162b2 BNT162b2 BNT162b2sa 
(ig) (30 pg) (5 ng) (10 pg) (30 pg, 2 Doses) 
(N2=342)"  (N#=313) (N?=79) (N?=76) (N*=30) 
n?(%) n (%) n? (%) n? (%) n? (%) 
Rerandomized/assigned 312 (100.0) 313 (100.0) 79 (100.0) 76 (100.0) 30 (100.0) 
Did not receive the first booster vaccination 0 0 0 0 0 
Did not receive the second booster vaccination 2 (6.7) 
Did not receive the additional booster vaccination 128 (41.0) 116(37.1) 46 (58.2) 38 (50.0) 15 (50.0) 
Received the first booster vaccination 312 (100.0) 313(100.0) 79 (100.0) 76 (100.0) 30 (100.0) 
Completed the first booster vaccination period® 309 (99.0) 311(99.4) 79(100.0) 76 (100.0) 27 (90.0) 
Completed the 6-month post—first booster vaccination visit 298 (95.5) 303 (96.8) 78 (98.7) 75 (98.7) 28 (93.3) 
Received the additional booster vaccination 184 (59.0) 197(62.9) 33 (41.8) 38 (50.0) 15 (50.0) 
Completed the additional booster yadcination period? 183 (58.7) 190(60.7) 33 (41.8) 38 (50.0) 15 (50.0) 
Completed the 6-month post—additional booster vaccination visit 0 0 1 (1.3) 0 0 
Completed the study 253 (81.1) 249(79.6) 45 (57.0) 43 (56.6) 22 (73.3) 
Withdrawn from.the study 59 (18.9) 64 (20.4) 34 (43.0) 33 (43.4) 8 (26.7) 
Withdraya ‘after the first booster vaccination and before the 1-month post-—first/second* booster 3 (1.0) 2 (0.6) 0 0 1 (3.3) 
vaccination visit 
Withdrawn after the 1-month post-—first/second® booster vaccination visit and before the 6-month 10 (3.2) 8 (2.6) 1 (1.3) 1 (1.3) 1 (3.3) 
post—first booster vaccination visit 
Withdrawn after the 6-month post—first booster vaccination visit and before the additional 36 (11.5) 38 (12.1) 33 (41.8) 31 (40.8) 5 (16.7) 
booster vaccination visit 
Withdrawn after additional booster vaccination visit 10 (3.2) 16 (5.1) 0 1 (1.3) 1 (3.3) 
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Table 17. Disposition of Subjects — Phase 2/3 — BNT162b2-Experienced Subjects Who Were Rerandomized/Assigned to 


Receive Booster Dose(s) — Booster Safety Population 


Booster Vaccine Group 


(as Rerandomized) 


BNT162b2 BNT162b2sa BNT162b2 BN7‘162b2 


(30 pg) (30 pg) 
(N*=312) — (N#=313) 
n? (%) n? (%) 


Reason for withdrawal 


Withdrawal by subject 18 (5,8) 14 (4.5) 
No longer meets eligibility criteria 1@X3.2) 9 (2.9) 
Lost to follow-up 16 (5.1) 24 (7.7) 
Protocol deviation 11 (3.5) 12 (3.8) 
Physician decision 0 2 (0.6) 
Other 4 (1.3) 3 (1.0) 


Note: HIV-positive subjects are included in this summary but not inclyvedin the analyses of the overall study objectives. 
N = number of assigned subjects in the specified group. Thig-¥aitie is the denominator for the percentage calculations. 
n= Number of subjects with the specified characteristig 


G6 ng) 
(N2=79) 
n (%) 


11 (13.9) 
17 (21.5) 
1 (1.3) 
3 (3.8) 
0 
2 (2.5) 


(10 pg) 
(N*=76) 
n? (%) 


12 (15.8) 
19 (25.0) 
0 
2 (2.6) 
0 
0 


a. 
b. 

c. The first booster vaccination period: from the first/So6Ster vaccination to the 1-month follow-up visit after the first/second booster vaccination. 
d. The additional booster vaccination period: fromthe additional booster vaccination to the 1-month follow-up visit after the additional booster vaccination(s). 
e. The second booster vaccination is applicable‘to subjects who received 2 doses of BNT162b2sa (30 tg, 2 doses) during the first booster vaccination period. 
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Booster-Vaccine 
Group 
(as Assigned) 


BNT162b2sa 
(30 pg, 2 Doses) 
(N?=30) 

n’ (%) 


4 (13.3) 
0 

3 (10.0) 
0 
0 

1 (3.3) 
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4.2.2. Important Protocol Deviations 


PDs were identified throughout the study by monitoring of informed consent documentations” 
source documents, and other clinical trial-related documents. In addition, PDs were identified 
by remote monitoring of electronic CRFs, and review of the project databases (interactiy® 
response technology, clinical and safety databases, vendor database for e-diary data, axtd 
programmatic output from the clinical database). All PDs were documented in a designated 
clinical trial management system. . 


Appendix 16.2.2.1, Appendix 16.2.2.2, and Appendix 16.2.2.3 includes impoftant PDs for all 
participants in the Phase 2/3 groups listed in this final report that may haveSignificantly 
impacted the completeness, accuracy, and/or reliability of the study data{or that may have 
significantly affected a participant’s rights, safety, or well-being. 


A formal acknowledgment by the study team was made that deviations were reviewed and 
GCP compliance was maintained. 


Important PDs can be found in the following: 


Important Protocol Deviations — Phase 2/3 — Subjects Who Received Bebster Dose Supplemental Table 14.7 
of BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster ne 
Population 


Important Protocol Deviations — Phase 3 — BNT162b2SNaive Subjects Assigned to | Supplemental Table 14.8 
Receive BNA162b2SA Who Received Booster Dig of BNT162b2 (30 fg) — 
Booster Safety Population} 


Important Protocol Deviations Phase 3 BNT¢ Oba Experienced Subjects Who Supplemental Table 14.9 
Were Rerandomized to Receive 1 Booster Dose ef BNT162b2 (Lower Dose) 


Important Protocol Deviations After the Adaitional Booster Dose — Phase 3 — Supplemental Table 14.10 
BNT162b2-Experienced Subjects Who Were Previously Rerandomized/Assigned 
to Receive Booster Dose(s), and Receiyed an Additional Booster Dose of 
BNT162b2 (30 pg) as Part of From ‘Amendment 19 — Booster Safety 
Population ‘ 


4.2.3. Populations Analyzed 
4.2.3.1. Safety Population 


4.2.3.1.1. Participants Who Received Booster Dose of BNT162b2 30 wg as Part of 
Protocol Amendment 18 


The booster safety population of all randomized Phase 2/3 participants 12 through 15 years 
of age, atid 216 years of age is presented in Table 18. See Table 5 for interim reporting. 


A fetal of 13 participants (0.1%) =16 years of age were excluded from the booster safety 
population mostly due to not providing booster vaccination informed consent. 


PFIZER CONFIDENTIAL 


Page 102 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


Table 18. Booster Safety Population — Phase 2/3 — Subjects Who Received Booster 


Assigned? 


Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 


Received the booster vaccination 
BNT162b2 (30 ug) 


Booster safety population 


HIV-positive 


Excluded from booster safety population 


Reason for exclusion 


Did not provide informed consent 


Did not provide booster vaccination informed consent 


Unreliable data due to lack of PI oversight 


Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 


a. n= Number of subjects with the specified characteristic: 
b. This value is the denominator for the percenfage caigulations. 
PFIZER CONFIDENTIAL SDTM Creation: LQMAR2923 (16:40) Source Data: adsl Table Generation: OSMAY2023 


(03:35) 


Vaccine Group (as Assigned) 


BNT162b2 (361g) 


12-15 Years 
n* (%) 


825 
825.6100.0) 
823 (100.0) 
825 (100.0) 
0 
0 


0 
0 
0 


>16 Years 
n* (%) 


22581 
22581 (100.0) 
22581 (100.0) 


22568 (99.9) 
98 (0.4) 
13 (0.1) 


1 (0.0) 
9 (0.0) 
3 (0.0) 


(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adsl_s003_p23_d3 
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Overall, median (min, max) follow-up time after booster vaccination was 9.5 (1.5, 10.7) 
months and 12.3 (0.0, 15.3) months for participants 12 through 15 years of age and >16 years 
of age, respectively (Table 19). 


Table 19. Follow-up Time After Booster Dose — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendxgent 18 


Vaccine Group fas Administered) 


$T162b2 (30 pg) 


12-19Years 216 Years 
(N'=825) (N*=22581) 
n> (%) n> (%) 
Total exposure from the booster vaccination to the end of study 
<6 Months 108 (13.1) 1227 (5.4) 
2>6-<9 Months 185 (22.4) 4006 (17.7) 
>9-<12 Months 532 (64.5) 4429 (19.6) 
>12-<15 Months 0 12901 (57.1) 
2=15 Months 0 18 (0.1) 
Mean (SD) 8.7 (1.70) 10.9 (2.63) 
Median 9.5 12.3 
Min, max (1.5, 10.7) (0.0, 15.3) 


Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 
a. N=number of subjects in the specified gtoup. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adsl Table Generation: 21MAY2023 
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4.2.3.1.2. BNT162b2-Naive Participants Assigned to Receive BNT162b2sa and Received 
Booster Dose of BNT162b2 30 pg as Part of Protocol Amendment 18 


The booster safety population of BNT162b2-naive participants assigned to receive 
BNT162b2sa and received booster dose of BNT162b2 under protocol amendment 18 is 
presented in Table 20. See Table 5 for interim reporting. 


Table 20. Booster Safety Population — Phase 3 — BNT162b2-Naive Subjects Assigned 
to Receive BNT162b2sa Who Received Booster Dose of BINT162b2 (30 pg) 


Vaccine Gréup (as Assigned) 


BNT162b2 (30 ng) 


n* (%) 
Assigned? 242 
Received the booster vaccination 242 (100.0) 
BNT162b2 (30 pg) 242 (100.0) 
Booster safety population 242 (100.0) 
HIV-positive 6 (2.5) 


Note: HIV-positive subjects are included in this summary bu hot included in the analyses of the overall study objectives. 

a. n= Number of subjects with the specified characteristic 

b. This value is the denominator for the percenfage cat¢ulations. 

PFIZER CONFIDENTIAL SDTM Creation: LOMAR2023 (16:40) Source Data: adsl Table Generation: OSMAY2023 
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Overall, median (min, max) follow-up time after study vaccination was 12.3 (2.6, 14.6) 
months (Table 21). 


Table 21. Follow-up Time After Booster Dose — Phase 3 — BNT162b2-Naive Subjects 
Assigned to Receive BNT162b2sa Who Received Booster Dose of 
BNT162b2 (30 pg) 


Vaccine Group (a8 Administered) 


BN€162b2 (30 pg) 


(N*=242) 
n? (%) 

Total exposure from the booster vaccination to the end of study 
<9 Months 35 (14.5) 
>9-<12 Months 67 (27.7) 
>12-<15 Months 140 (57.9) 
Mean (SD) 11.5 (2.22) 
Median 12.3 
Min, max (2.6, 14.6) 


Note: HIV-positive subjects are included in this sumraary byisnot included in the analyses of the overall study objectives. 

a. N=number of subjects in the specified group.Whis yaiue is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified ¢haracteristic. 
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4.2.3.1.3. BNT162b2-Experienced Participants Who Were Rerandomized to Receive 
Booster Dose of BNT162b2 (Lower Dose of 5 or 10 wg) Under Protocol Amendment 15 


The booster safety population of BNT162b2-experienced participants rerandomized to 
receive a booster dose of BNT162b2 (lower dose of 5 or 10 ug) under protocol amendment 
15 included 155 participants 18 through 55 and >55 years of age (Table 22). There wef€ no 
HIV-positive participants in the groups. 


Table 22. Booster Safety Population — Phase 3 — BNT162b2-Experienced Subjects 
Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower 


Dose) C 
Vaccine Group (as Administéred) 
BNT162b2 (5 pg) RNT162b2 (10 ng) Total 
18-55 Years >55 Years 18-55 Years >55 Years 
n? n’ ) n’ n? n* (%) 
Rerandomized? 155 
Received booster vaccination 26 3 25 51 155 (100.0) 
Booster safety population 26 ¢ 53 25 51 155 (100.0) 
HIV-positive QO 0 0 0 0 


a. n= Number of subjects with the specifiet/charédteristic, or the total sample. 

b. This value is the denominator for the percentage calculations. 

PFIZER CONFIDENTIAL SDTM Creation: 16MAR2023 (16:40) Source Data: adsl Table Generation: 28JUN2023 
(04:31) 

(Database Snapshot Date: 283APR2023) Qatput File: 
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Most BNT162b2-experiénced participants rerandomized to receive a booster dose of 
BNT162b2 (lower dese of 5 or 10 wg) had a follow-up time of >12 months after Dose 3 (5 or 
10 pg) to before additional booster dose (Table 23). The median (min, max) follow-up time 
since Dose 2 was20.1 (15.0, 26.8) and 19.8 (13.3, 26.8) months for participants in the 
BNT162b2 (54g) 18 through 55 and >55 years of age groups, respectively, and 20.5 (14.3, 
25.9) and 20-1 (12.4, 26.7) months for participants in the BNT162b2 (10 wg) 18 through 55 
and >55.9ears of age groups, respectively. 
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Table 23. Follow-up Time After Booster Dose — Phase 3 — BNT162b2-Experienced 
Subjects Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 


(Lower Dose) 


Vaccine Group (as Administered) 
BNT162b2 (5 pg) BNT362b2 (10 pg) 


18-55 Years >55 Years 18-55Years >55 Years 


Total exposure from booster vaccination to before additional 


booster dose 
<6 Months 
>6-<8 Months 
>8-<10 Months 
>10-<12 Months 
>12 Months 
Mean (SD) 
Median 


Min, max 


(N*=26) (N#*=53) (N*=25) (N*=51) 
n? (%) n? (%) n? (%) n? (%) 
0 21.9) 0 0 

0 1 (1.9) 0 6 (11.8) 
5 (19.2) 8 (15.1) 5 (20.0) 6 (11.8) 
1 (3.8) 6 (11.3) 3 (12.0) 1 (2.0) 


20 (769) 37 (69.8) 17 (68.0) 38 (74.5) 
136(3.29) 13.03.34) —«:13.0(2.73) 12.4 (3.00) 
13.3 13.1 13.6 Bal 
(8.7, 19.6) (5.9, 19.9) (8.8, 19.9) (6.1, 19.2) 


Total exposure from Dose 2 to before additional booster-dose 


>12-<14 Months 
>14-<16 Months 
>16-<18 Months 
>18-<20 Months 
>20 Months 
Mean (SD) 
Median 


Min, max 


0 1 (1.9) 0 3 (5.9) 
4 (15.4) 3 (5.7) 3 (12.0) 5 (9.8) 
2 (7.7) 11 (20.8) 4 (16.0) 4 (7.8) 
5 (19.2) 13 (24.5) 5 (20.0) 13 (25.5) 


15 (57.7) 25 (47.2) 13 (52.0) 26 (51.0) 
20.2 (3.43) 19.73.20) 19.6 (2.84) 19.3 (3.00) 
20.1 19.8 20.5 20.1 
(15.0, 26.8) (13.3,26.8) (14.3,25.9) (12.4, 26.7) 


Note: End of study date is usee to calculate follow-up time when subject did not receive additional booster dose. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 
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4.2.3.1.4. BNT162b2-Experienced Participants Who Were Rerandomized to Receive 
Booster Dose(s) Under Protocol Amendments 14 and 15 and Received an Additional 
Booster Dose of BNT162b2 (30 ng) 


Participants that were rerandomized/assigned to receive booster vaccinations under protacol 
amendments 14 and 15 and received an additional booster dose of BNT162b2 (30 pg). part 
of protocol amendment 19, had a median (min, max) follow-up time of 6.0 (0.9, 8.0Y¢o 6.1 
(4.8, 7.1) months from the additional booster dose to the end of the study. The median (min, 
max) follow-up time since the first/second booster dose was 19.1 (18.6, 20.5) t6220.1 (16.3, 
21.8) months (Table 24). Note that the second booster vaccination is applicabté to 
participants who received 2 doses of BNT162b2s, (30 ug, 2 doses) during;the first booster 
vaccination period. 
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Table 24. Follow-up Time After Booster Dose — Phase 3 — BNT162b2-Experienced 
Subjects Who Were Previously Rerandomized/Assigned to Receive Booster 
Dose(s), and Received an Additional Booster Dose of BNT162b2 (30 fg) as 
Part of Protocol Amendment 19 — Booster Safety Population 


Previous Booster Vaccine Group (as Administered) 


BNT162b2 BNT162b2sa BNT162b2 BNT162b2 BNT162b2sa 


(30 pg) (30 pg) G6 ng) (10 pg) (30 pg, 2 Doses) 
(N*=182) (N*=199) (N*=33) (N*=38) (N?=15) 
n> (%) n? (%) n? (%) n? (%) n’ (%) 
Total exposure from the additional 
booster dose to the end of study 
<3 Months 3 (1.6) 8 (4.0) 0 0 0 
>3-<6 Months 91 (50.0) 94 (47.2) 10439.3) 17 (44.7) 10 (66.7) 
>6-<9 Months 88 (48.4) 97 (48.7) 2369.7) 21: (55.3) 5 (33.3) 
Mean (SD) 5.9 (0.69) 5.8 (0.97) 6.1(0.44) 6.0 (0.49) 6.0 (0.56) 
Median 6.0 ao 6.1 6.0 5.9 
Min, max (1.7, 7.3) (0.8, 8,05 (4.8, 7.1) (4.9, 7.0) (5.4, 7.3) 
Total exposure from the first/second® 
booster dose to the end of study 
>15-<18 Months 3 (1.6) 9 (4.5) 0 0 0 
>18-<21 Months 143 (78.6) 153 (76.9) 33 (100.0) 38 (100.0) 15 (100.0) 
>21 Months 36 (19.8) 37 (18.6) 0 0 0 
Mean (SD) 20.2 (072) 20.1 (1.00) 19.50.41) —-:19.4 (0.41) 19.4 (0.64) 
Median 20.1 20.0 19.5 19.5 19.1 
Min, max (46%3,21.8)  (15.3,21.9) (18.8, 20.5) (18.2, 20.3) (18.6, 20.5) 


Note: HIV-positive subjects are included’in this summary but not included in the analyses of the overall study objectives. 

a. N=number of subjects in the,speécified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects withthe specified characteristic. 

c. The second booster vaccixation is applicable to subjects who received 2 doses of BNT162b2sa (30 tug, 2 doses) 
during the first booster vaccisation period. 
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4.2.3.2. Efficacy Populations 


Asymptomatic SARS-CoV-2 Infection Based on Central Laboratory—Confirmed NAAT 
Result During the Asymptomatic Surveillance Period 


In total, 4361 participants participated in the asymptomatic SARS-CoV-2 infection 
surveillance period with the proportions of participants included in the efficacy populations 
similar in both vaccine groups (Table 25). For participants who were excluded fromm the 
evaluable efficacy population, the most common reason was because participants did not 
receive all vaccinations as randomized or did not receive Dose 2 within the pfédefined 
window (19 to 42 days after Dose 1). Among the 4258 participants included in the evaluable 
efficacy population, 3921 participants (89.9%) had no evidence of infecttén prior to the start 
of the asymptomatic SARS-CoV-2 infection surveillance period. 


Table 25. Efficacy Populations — Asymptomatic SARS-CoV-2 Infection Based on 
Central Laboratory—Confirmed NAAT Result During the Asymptomatic 
Surveillance Period 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo Total 
n* (%) n* (%) n* (%) 
Participated in asymptomatic SARS-CoV-2 iffectioMsurveillance® 2280 (100.0) 2081 (100.0) 4361 (100.0) 
Dose | all-available efficacy population — asymptomatic surveillance 2280 (100.0) 2081 (100.0) 4361 (100.0) 
Subjects without evidence of infection priet fo the start of 2130 (93.4) 1871 (89.9) 4001 (91.7) 
asymptomatic surveillance period® 
Subjects with evidence of infection prior to the start of 83 (3.6) 144 (6.9) 227 (5.2) 
asymptomatic surveillance period 
Subjects excluded from Dose 1 alfavailable efficacy population — 0 0 0 
asymptomatic surveillance 
Reason for exclusion® 
Did not receive at least vaccination 0 0 0 
Dose 2 all-available effitacy population — asymptomatic surveillance 2278 (99.9) 2074 (99.7) 4352 (99.8) 
Subjects without, ¢vidence of infection prior to the start of 2130 (93.4) 1871 (89.9) 4001 (91.7) 
asymptomatic surveillance period® 
Subjects watirevidence of infection prior to the start of 83 (3.6) 139 (6.7) 222 (5.1) 
asymptomatic surveillance period 
Subjects.excluded from Dose 2 all-available efficacy population — 2 (0.1) 7 (0.3) 9 (0.2) 
asympfomatic surveillance 
Regson for exclusion4 
Did not receive 2 vaccinations 2 (0.1) 7 (0.3) 9 (0.2) 
Evaluable efficacy (asymptomatic surveillance) population 2234 (98.0) 2024 (97.3) 4258 (97.6) 
Subjects without evidence of infection prior to the start of 2092 (91.8) 1829 (87.9) 3921 (89.9) 
asymptomatic surveillance period® 
Subjects with evidence of infection prior to the start of 80 (3.5) 133 (6.4) 213 (4.9) 
asymptomatic surveillance period 
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Table 25. Efficacy Populations — Asymptomatic SARS-CoV-2 Infection Based on 
Central Laboratory—Confirmed NAAT Result During the Asymptomatic 
Surveillance Period 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo Total 
n* (%) n* (%) n* (%) 
Subjects excluded from evaluable efficacy (asymptomatic 46 (2.0) 57 (GY) 103 (2.4) 
surveillance) population 
Reason for exclusion? 
Randomized but did not meet all eligibility criteria 0 1 (0.0) 1 (0.0) 
Did not receive all vaccinations as randomized or did not receive 43 (1.9) 50 (2.4) 93 (2.1) 
Dose 2 
within the predefined window (19-42 days after Dose 1) 
Did not consent to participate in the asymptomatic surveillance Q 0 0 
Had other important protocol deviations prior to the start of 4X0.2) 7 (0.3) 11 (0.3) 


asymptomatic surveillance period 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS$-CoV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2. 

a. n= Number of subjects with the specified characteristig; 

b. These values are the denominators for the percentagezgalculations. 

c. Subjects who had no serological or virological evidérice.afpast SARS-CoV-2 infection (i.e, negative N-binding 
antibody [serum] result at Visits 1 and 201, SARS-Co¥-2 nat.detected by NAAT [nasal swab] at Visits 1 and 2, and 
negative NAAT [nasal swab] result at any unschedtied visits) prior to the start of the asymptomatic surveillance period 
were included in the analysis. 

d. Subjects may have been excluded for moe¥e than I‘reason. 
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Asymptomatic Infection Based on N-Binding Antibody Seroconversion 


The proportions of participants included in the efficacy populations were similar in both 
vaccine groups (Table 26). For participants who were excluded from the evaluable efficacy 


population, the most common reason was because participants did not receive all 


vaccinations as randomized or did not receive Dose 2 within the predefined window 19 to 
42 days after Dose 1), followed by the reason of not having N-binding test result at™any post— 
Dose 2 visit. Among the 44101 participants included in the evaluable efficacy population, 
41564 participants (90%) had no evidence of infection prior to the first post—-Bidse 2 


N-binding test. 


Table 26. Efficacy Populations — Asymptomatic Infection Based on N-Binding 


Antibody Seroconversion 


Randomized> 


Dose | all-available efficacy population 


Subjects without evidence of infection prior tothe firstost— 
Dose 1 N-binding test® 


Subjects excluded from Dose 1 all-available efficacypopulation 
Reason for exclusion® 

Did not receive at least 1 vaccination 

Did not provide informed consent 

Data considered potentially unreliabte\due to lack of PI 
oversight 

identified as significant qualityevent 
Dose 2 all-available efficacy p6dulation 


Subjects without evidengsof infection prior to the first post— 
Dose 2 N-binding test® 


Subjects excluded from Dose 2 all-available efficacy population 
Reason for exclusios# 

Did not receiye2 vaccinations 

Did not provide informed consent 


Data cefsidered potentially unreliable due to lack of PI 
oversigitt 
identified as significant quality event 


Exaluable efficacy (seroconversion) population 


Subjects without evidence of infection prior to the first post— 
Dose 2 N-binding test‘ 


BN&3M62b2 (30 pg) 


n* (%) 


23105 (100.0) 


23023 (99.6) 
21565 (93.3) 


82 (0.4) 


58 (0.3) 
2 (0.0) 
22 (0.1) 


22705 (98.3) 
21376 (92.5) 


400 (1.7) 


378 (1.6) 
2 (0.0) 
22 (0.1) 


22032 (95.4) 
20872 (90.3) 


Subjects excluded from evaluable efficacy (seroconversion) 1073 (4.6) 
population 
Reason for exclusion? 
Randomized but did not meet all eligibility criteria 32 (0.1) 
Did not provide informed consent 2 (0.0) 
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VaccineGroup (as Randomized) 


Placebo 
n* (%) 


23100 (100.0) 


23027 (99.7) 
21201 (91.8) 


73 (0.3) 


51 (0.2) 
0 
22 (0.1) 


22646 (98.0) 
21032 (91.0) 


454 (2.0) 


439 (1.9) 
0 
22 (0.1) 


22069 (95.5) 
20692 (89.6) 
1031 (4.5) 


26 (0.1) 
0 


Total 
n* (%) 


46205 (100.0) 


46050 (99.7) 
42766 (92.6) 


155 (0.3) 


109 (0.2) 
2 (0.0) 
44 (0.1) 


45351 (98.2) 
42408 (91.8) 


854 (1.8) 


817 (1.8) 
2 (0.0) 
44 (0.1) 


44101 (95.4) 
41564 (90.0) 
2104 (4.6) 


58 (0.1) 
2 (0.0) 
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Table 26. Efficacy Populations — Asymptomatic Infection Based on N-Binding 
Antibody Seroconversion 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo fotal 


n* (%) n* (%) —n* (%) 

Data considered potentially unreliable due to lack of PI 22 (0.1) 22 (0.1) < 44 (0.1) 
oversight C 

identified as significant quality event 

Did not receive all vaccinations as randomized or did not 726 (3.1) 744 3.2) 1470 (3.2) 
receive Dose 2 g 

within the predefined window (19-42 days after Dose 1) = 

Did not have N-binding test result at any post—Dose 2 visit 505 (2.2) 637 (2.8) 1142 (2.5) 

Had other important protocol deviations prior to the first post— 248 (1.1) . 113 (0.5) 361 (0.8) 


Dose 2 N-binding test 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS- Cor 23 eens SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2. 

a. n= Number of subjects with the specified characteristic. 

b. These values are the denominators for the percentage calculations. 

c. Includes subjects who had no serological or virological evidence 6f past SARS-CoV-2 infection before Dose 1 (ie, 
negative N-binding antibody [serum] result at Visit 1 and SA RS- Ceyv-2 not detected by NAAT [nasal swab] at Visit 1) and 
had a negative NAAT (nasal swab) result at any unscheduled visitprior to the first post-Dose 1 N-binding test result. 

d. Subjects may have been excluded for more than 1 @¢@ason¢ 

e. Includes subjects who had no serological or viralsgicabevidence of past SARS-CoV-2 infection before Dose 2 (ie, 
negative N-binding antibody [serum] result at Visit and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 
and 2) and had a negative NAAT (nasal swab) pest ataty unscheduled visit prior to the first post-Dose 2 N-binding test 
result. g@ 

f. Includes subjects who had no serological or metal evidence of past SARS-CoV-2 infection before Dose 2 (ie, 
negative N-binding antibody [serum] result at Vasit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 
and 2) and had a negative NAAT (nasal swab) fesult at any unscheduled visit and without any important protocol deviation 
prior to the first post-Dose 2 N-binding tesfésult. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adsl Table Generation: 18JUL2023 
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4.2.3.3. Immunogenicity Populations 


The immunogenjoity populations of BNT162b2-experienced participants who were 
rerandomized (6 receive a booster dose of BNT162b2 (5 or 10 tg) are presented in Table 27. 
One particiant each was excluded from the Dose 3 booster evaluable immunogenicity 
population for not having at least 1 valid and determinate immunogenicity result within 28- 
42 daysMafter booster vaccination in the BNT162b2 (5 pg) >55 years of age group and the 
BNT£62b2 (10 wg) 18 through 55 years and >55 years of age groups. One additional 
pafticipant in the BNT162b2 (5 ug) >55 years of age group was excluded from the Dose 3 
booster evaluable immunogenicity population due to having an important protocol 
deviation(s) as determined by the clinician. 
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Table 27. Immunogenicity Populations — Phase 3 - BNT162b2-Experienced Subjects 
Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower 


Dose) 
Vaccine Group (as Randomized) 
BNT162b2 (5 pg) BNT162b2(10 pg) 
18-55 Years >55 Years 18-55 Years >55 Years 
n* (%) n* (%) n'*£%) n* (%) 
Rerandomized> 26 (100.0) 53 (100.0) @,'25 (100.0) 51 (100.0) 
Dose 3 booster all-available immunogenicity population 26 (100.0) 53 (1008). 25 (100.0) 51 (100.0) 
Dose 3 booster evaluable immunogenicity population 26 (100.0) 51 @6.2) 24 (96.0) 50 (98.0) 
Without evidence of infection up to 1-month post—booster 24 (92.3) 4FN88.7) 24 (96.0) 48 (94.1) 
dose® 
Subjects excluded from Dose 3 booster evaluable 0 2 (3.8) 1 (4.0) 1 (2.0) 
immunogenicity population 
Reason for exclusion? 
Did not have at least 1 valid and determinate 6 1 (1.9) 1 (4.0) 1 (2.0) 
immunogenicity result within 28-42 days after booster 
vaccination 
Had important protocol deviation(s) as determinedby the 0 1 (1.9) 0 0 
clinician 


a. n= Number of subjects with the specified characteristic. 

b. These values are the denominators for the@ercentage calculations. 

c. Subjects who had no serological or virolégical. evidence (up to 1 month after receipt of the booster vaccination) of 
past SARS-CoV-2 infection 

(ie, N-binding antibody [serum] negative at Dgse’ 1 visit, 1-month post—Dose 2 visit, booster dose visit, 1-month post— 
booster visit and SARS-CoV-2 

not detected by NAAT [nasal swab] at Dase | visit, Dose 2 visit, booster dose visit) and had a negative NAAT (nasal 
swab) at any unscheduled visit 

up to | month after booster vaccinatign were included in the analysis. 

d. Subjects may have been excltided for more than 1 reason. 
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4.2.4. Demographics and Other Baseline Characteristics 


Demographic characteristic of participants in Phase 2/3 of the study can be found in the 
following: 


Demographic Characteristics — Phase 2/3 — Subjects Who Received Booster Dose Supplemental Table 14.11.. . 
of BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster Safety . 
Population 


Demographic Characteristics — Phase 2/3 — HIV-Positive Subjects Who Received Supplemental Tabfe 14.12 
Booster Dose of BNT162b2 (30 tug) as Part of Protocol Amendment 18 — Booster ( 
Safety Population 


Demographic Characteristics — Phase 3 - BNT162b2-Naive Subjects Assigned to Supplem#ntal Table 14.13 
Receive BNT162b2sa Who Received Booster Dose of BNT162b2 (30 tg) — a) 
Booster Safety Population 


Demographic Characteristics - Phase 3 BNT162b2-Experienced Subjects Who ‘Supplemental Table 14.14 
Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) f 
Booster Safety Population , 


Demographic Characteristics - Subjects Without Evidence of Infection Prior ¢ 0 the Supplemental Table 14.15 
Start of the Asymptomatic Surveillance Period - Evaluable Efficacy 
(Asymptomatic Surveillance) Population 


Demographic Characteristics - Subjects Without Evidence of Infectiot Prior to the Supplemental Table 14.16 
First Post - Dose 2 N-Binding Test - Evaluable Efficacy Sg 
Population 


Demographic Characteristics - Phase 3 BNT162b2-Ez ath Subjects Who Supplemental Table 14.17 
Were Rerandomized to Receive 1 Booster Dose of8NT16202 (Lower Dose) Dose 
3 Booster Evaluable Immunogenicity Population). 


Demographic Characteristics - Phase 3 BNT162b2sxperienced Subjects Who Supplemental Table 14.18 
Were Rerandomized to Receive 1 Booster Dosg*ef BNT162b2 (Lower Dose) Dose 
3 Booster All-Available Immunogenicity Population 


Demographic Characteristics — Phase 3 ~BNT162b2-Experienced Subjects Who Supplemental Table 14.19 
Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and 
Received an Additional Booster Dos&0f BNT162b2 (30 ug) as Part of Protocol 
Amendment 19 — Booster Safety Ropulation 


Medical history for Phase 3 — BNT162b2-experienced participants in the booster safety 
population who were rerandomized to receive 1 booster dose of BNT162b2 (5 or 10 tg) is 
presented in St spplemental Table 14.20. 


4.2.5. eae mutant Therapy 


Concofnitant vaccines received after the booster doses during the study are reported in the 
following: 


‘Nonstudy Vaccines Received After Booster Dose — Phase 2/3 — Subjects Supplemental Table 14.21 
Who Received Booster Dose of BNT162b2 (30 1g) as Part of Protocol 
Amendment 18 — Booster Safety Population 


Nonstudy Vaccines Received After Booster Dose — Phase 3 - BNT162b2- | Supplemental Table 14.22 
Naive Subjects Assigned to Receive BNT162b2s, Who Received Booster 
Dose of BNT162b2 (30 ug) — Booster Safety Population 
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Concomitant Vaccines Received After Booster Dose - Phase 3 - 
BNT162b2-Experienced Subjects Who Were Rerandomized to Receive | 
Booster Dose of BNT162b2 (Lower Dose) — Booster Safety Population 


Supplemental Table 14.23 


Nonstudy Vaccines Received After the Additional Booster Dose — Phase 3 
— BNT162b2-Experienced Subjects Who Were Previously 
Rerandomized/Assigned to Receive Booster Dose(s), and Received an 
Additional Booster Dose of BNT162b2 (30 ug) as Part of Protocol 
Amendment 19 — Booster Safety Population 


Supplemental Table 14.24 _. S 


4.2.6. Exposure and Study Intervention Compliance 


4.2.6.1. Exposure 


Participants 12 Through 15 Years of Age and Received Booster@Dose of BNT162b2 30 


pg as Part of Protocol Amendment 18 


The median (min, max) time between Dose 2 and booster vastination was 11.2 (6.3, 20.1) 


months. Most participants (93.9%) received the booster dose of BNT162b2 <15 months after 


Dose 2 (Table 28). See Table 5 for interim reporting. 


Participants >16 Years of Age and Received Booster Dose of BNT162b2 30 ug as Part of 


Protocol Amendment 18 


The median (min, max) time between Bosex2-and booster vaccination was 10.1 (4.8, 22.7) 


months. Most participants (85.7%) received the booster dose of BNT162b2 <15 months after 


Dose 2 (Table 28). 
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Table 28. Vaccine Administration Timing — Phase 2/3 — Subjects Who Received 


Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 


Assigned 


Booster vaccination® 


<6 Months 
>6-<9 Months 
>9-<12 Months 
>12-<15 Months 
>15-<18 Months 
>18 Months 
Mean (SD) 
Median 

Min, max 


Vaccine Group (as Assigned) 


12-15 Years 
(N*=825) 
n> (%) 


825 (100.0) 


825 (100.0) 
0 
372 (45.1) 
46 (5.6) 
357 (43.3) 
43 (528 
7 8) 
18 (2.94) 
11.2 
(6.3, 20.1) 


BNT162b2 (30 pg) 


>AeYears 
«N*=22581) 
n> (%) 


22581 (100.0) 


22581 (100.0) 
27 (0.1) 
6481 (28.7) 
7926 (35.1) 
4918 (21.8) 
3091 (13.7) 
136 (0.6) 
11.2 (2.85) 
10.1 
(4.8, 22.7) 


Note: HIV-positive subjects are included in this,s@inmary but not included in the analyses of the overall study objectives. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified chatacteristic. 
c. Months calculated since second dose of Bh} M62b2. 
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BNT162b2-Naive Participants Assigned to Receive BNT162b2sa and Received Booster 
Dose of BNT162b2 30 pg as Part of Protocol Amendment 18 


The median (min, max) time between Dose 2 and booster vaccination was 6.6 (6.1, 14.1) 
months. Most participants (83.9%) received the booster dose of BNT162b2 <9 months after 
Dose 2 (Table 29). 


Table 29. Vaccine Administration Timing — Phase 3 — BNT162b2-Naive Subjects 
Assigned to Receive BNT162b2sa Who Received BoosterDose of 
BNT162b2 (30 pg) 


Vaccine Grotip (as Assigned) 


BNT162b2 (30 pg) 


(N*=242) 
n? (%) 
Assigned 242 (100.0) 
Booster vaccination® 242 (100.0) 
2=6-<9 Months 203 (83.9) 
>9-<12 Months 34 (14.0) 
2>12-<15 Months 5 (2.1) 
Mean (SD) 7.3 (1.52) 
Median 6.6 
Min, max (6.1, 14.1) 


Note: HIV-positive subjects are included in ffs summary but not included in the analyses of the overall study objectives. 

a. N=number of subjects in the specifi¢dgroup. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 

c. Months calculated since second dose of BNT162b2. 
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BNT162b2-Experienced Participants Who Were Rerandomized to Receive Booster 
Dose of BNT162b2 (Lower Dose of 5 or 10 pg) Under Protocol Amendment 15 


All BNT162b2-experienced participants, 18 through 55 and >55 years of age, who were 
rerandomized to receive a booster dose of BNT162b2 (5 or 10 wg) under protocol 
amendment 15 received the booster vaccination as assigned (Table 30). The median time 
(min, max) between Dose 2 and booster vaccination ranged from 6.8 (5.6, 7.4) to 7:2 (5.6, 
7.5) months (Table 31). 


Table 30. Vaccine as Administered — Phase 3 — BNT162b2-Experienced Subjects 
Who Were Rerandomized to Receive 1 Booster Dos@ of BNT162b2 (Lower 


Dose) 
Vaccine Grup (as Randomized) 
BNT162b2 (5 pey BNT162b2 (10 pg) 
Vaccine (as Administered) 18-55 Years $55 Years 18-55 Years >55 Years 
(N*=2@ »  (N*=53) (N?=25) (N*=51) 
n> (%) nP (%) n> (%) n> (%) 
Received booster vaccination 226 (400-0) 53 (100.0) 25 (100.0) 51 (100.0) 
Did not receive booster vaccination 1) 0 0 0 
Booster vaccination 
BNT162b2 (5 ug) 26 (100.0) 53 (100.0) 0 0 
BNT162b2 (10 pg) 0 0 25 (100.0) 51 (100.0) 


a. N=number of subjects in the specifiéd group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 
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Table 31. Vaccine Administration Timing — Phase 3 — BNT162b2-Experienced 
Subjects Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 
(Lower Dose) Pr 


Vaccine Group (as Randomized) 


BNT162b2 (5 pg) BNT16262 (10 pg) 
18-55 Years >55 Years 18-55 Years >55 Years 
9=26) (N?=53) a=95) a=51) 
n> (%) nP (%) n4 0) n> (%) 
Rerandomized 26 (100.0) 53 (100.0) © 25 (100.0) 51 (100.0) 
Did not receive booster vaccination 0 0 0 0 
Booster vaccination® 26 (100.0) 53 (100.@) 25 (100.0) 51 (100.0) 
>5-<6 Months 8 (30.8) 8 (15a) 8 (32.0) 7 (13.7) 
>6-<7 Months 10 (38.5) 1A632.1) 7 (28.0) 12 (23.5) 
>7 Months 8 (30.8) 28 (52.8) 10 (40.0) 32 (62.7) 
Mean (SD) 6.6 (0.65) & 6.8 (0.61) 6.6 (0.70) 6.9 (0.57) 
Median 68 7.0 6.9 7.2 
Min, max (5@,7.4} (5.7, 7.5) (5.5, 7.5) (5.6, 7.5) 


a. N=number of subjects in the specified group.@his vate is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified clfractetistic. 

c. Months calculated since Dose 2. . ; 
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BNT162b2-Experienced<Participants Who Were Rerandomized to Receive Booster 
Dose(s) Under Protocs? Amendments 14 and 15 and Received an Additional Booster 
Dose of BNT162b2 (30 pg) As Part of Amendment 19 


All BNT162b2-¢xperienced participants who were previously rerandomized/assigned to 
receive boostefdose(s) and received an additional booster vaccination of BNT162b2 (30 1g) 
as part of prétocol amendment 19, received the additional booster of BNT162b2 (30 ug), as 
assigned €Table 32). 


The ¢fedian time (min, max) between the first/second booster vaccination and the additional 
bedster vaccination ranged from 13.3 (12.9, 14.5) to 14.3 (13.5, 15.2) months. In the 

ISNT 162b2 (30 wg) and BNT162b2s, (30 ug) groups, most participants received the 
additional booster dose of BNT162b2 >14 months after the first booster vaccination. In the 
BNT162b2 (5 ug), BNT162b2 (10 wg), and BNT162b2s, (30 ug, 2 doses), most participants 
received the additional booster dose of BNT162b2 <14 months after the first/second booster 
vaccination. 
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Table 32. Vaccine Administration Timing — Phase 3 —- BNT162b2-Experienced —_ 
Subjects Who Were Previously Rerandomized/Assigned to Receive Booster 
Dose(s), and Received an Additional Booster Dose of BNT162b2 (30 fag) as 
Part of Protocol Amendment 19 — Booster Safety Population 


Previous Booster Vaccine Group (as Administered) 


BNT162b2 BNT162b2sa BNT162b2 BNT162b2 ~ BNT162b2sa 


(30 pg) (30 pg) (5 pg) (0png)  L@ (30 pg, 2 Doses) 
(N?=182) (N?=199) (N*=33) (N?=38) (N*=15) 
n? (%) n’ (%) n> (%) n> (%) n> (%) 
Additional booster 182 (100.0) 199 (100.0) 33 (100.0) 38@100.0) 15 (100.0) 
dose® 
>12-<14 Months 37 (20.3) 54 (27.1) 29 (87.9) 34 (89.5) 15 (100.0) 
>14-<16 Months 145 (79.7) 145 (72.9) 4(12.1) 4 (10.5) 0 
Mean (SD) 14.3 (0.40) 14.3 (0.40) 13.4 (0.3% 13.5 (0.36) 13.3 (0.29) 
Median 14.3 14.3 13 13.3 13.3 
Min, max (13.5, 15.2) (13.5, 15.1) 5 (1Q9, 14.5) (12.9, 14.4) (12.9, 13.8) 


Note: HIV-positive subjects are included in this summarypuit no«jncluded in the analyses of the overall study objectives. 
a. N=number of subjects in the specified group. This)valueas’the denominator for the percentage calculations. 

b. n= Number of subjects with the specified characteristic, 

c. Months calculated since the first/second boostéy dose\the second booster vaccination is applicable to subjects who 
received 2 doses of 

BNT162b2sa (30 pg, 2 doses) during the firstSooster vaccination period. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMA2023 (16:40) Source Data: adsl Table Generation: OSMAY2023 
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4.2.6.2. Immunogenicity Blood Samples 


Immunogenicity bleod samples drawn for BNT162b2-experienced participants 18 through 55 
and >55 years oftage, who were rerandomized to receive a booster dose of BNT162b2 (5 or 
10 wg) are presented in Supplemental Table 14.25. Most participants in any dose group had 
immunogenicity blood samples taken within the protocol-specified time frames. 


4.2.6.3.8-Diary 


Overail, transmission of e-diary data for Phase 3 - BNT162b2-experienced participants 18 
thfough 55 and >55 years of age, who were rerandomized to receive a booster dose of 
BNT162b2 (5 or 10 wg) ranged from (Supplemental Table 14.26): 


e 65.4% to 92.3% and 81.1% to 96.2% for each day during the 7 days after Dose 3 of 
BNT162b2 5 ug for participants 18 through 55 and >55 years of age, respectively 
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e 76.0% to 96.0% and 86.3% to 98.0% for each day during the 7 days after Dose 3 of 
BNT162b2 10 ug for participants 18 through 55 and >55 years of age, respectively 

5. EVALUATION OF RESPONSE TO STUDY INTERVENTION 

5.1. Efficacy 

5.1.1. Phase 2/3 

5.1.1.1. Vaccine Efficacy Against Asymptomatic SARS-CoV-2 Infection 

Vaccine Efficacy in Participants Without Evidence of SARS-CoV-2 Infeétion 

For the secondary efficacy endpoint, VE for BNT162b2 30 ug (2-dose primary series) 

against asymptomatic SARS-CoV-2 infection was evaluated in partigipants without evidence 

of infection up to the start of the asymptomatic surveillance period @anuary 2021). Note that 

the median time between Dose 2 and the start of the asymptomafit surveillance period was 


2.9 months for participants in the United States and 5.3 montks for participants in Argentina. 
Cases were counted from the start of the asymptomatic suryéillance period. 


Among participants included in the evaluable efficacy asymptomatic surveillance) 
population, 3921 participants (2092 in BNT16262 group and 1829 in placebo group) did not 
have evidence of infection with SARS-CoV-2 prio? to the start of the asymptomatic 
surveillance period (Table 25). There were;24 asymptomatic SARS-CoV-2 infections in the 
BNT162b2 (30 yg) group compared to 20 infections reported in the placebo group. The 
estimated VE was 37.2% (2-sided 95% CIs=20.0%, 66.7%) (Table 33). This descriptive 
analysis was limited by the accrualf only 44 cases total, resulting in a wide 2-sided 95% CI 
and limiting the precision of this estimate. 


VE against asymptomatic SARS-GoV-2 infection was 40.4% (2-sided 95% CI: -10.8%, 
67.8%) for Dose 2 all-available efficacy population (Supplemental Table 14.27 and 
Supplemental Table 14.28). 
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Table 33. Vaccine Efficacy — Asymptomatic SARS-CoV-2 Infection Based on Central 
Laboratory—Confirmed NAAT Result — Subjects Without Evidence of. 
Infection Prior to the Start of the Asymptomatic Surveillance Period: 
Evaluable Efficacy (Asymptomatic Surveillance) Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 1g) Placebo 
(N?=2092) (N?=1829) 
Efficacy Endpoint n> Surveillance n? Surveillance VE (95% CI‘) 
Time‘ Time (%) 
Asymptomatic SARS-CoV-2 infection based on central 24 0.383 20 0.200 37.2 (-20.0, 66.7) 


laboratory—confirmed NAAT result during 
asymptomatic surveillance period 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS<CoV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy} 

Note: Subjects who had no serological or virological evidence of past SARS-CoV-2 infection (i.e, negative N-binding 
antibody [serum] result at Visits 1 and 201, SARS-CoV-2 notdetected by NAAT [nasal swab] at Visits 1 and 2, and 
negative NAAT [nasal swab] result at any unscheduled visits) prieto the start of the asymptomatic surveillance period 
were included in the analysis. 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint definition? 

c. Total surveillance time in 1000 person-yearsfor the}given endpoint across all subjects within each group. Time period 
for case accrual is from the start of the asympt@matic sOrveillance period to the end of the surveillance period. 

d. Two-sided confidence interval (CI) for VE is detived based on the Clopper and Pearson method adjusted for 
surveillance time. 
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Vaccine Efficacy in Participants With Evidence of SARS-CoV-2 Infection 


For the exploratory efficacy endpoint, VE for BNT162b2 30 ug (2-dose primary series) 
against asymptomatic SARS-CoV-2 infection was evaluated in participants with evidencecot 
infection up to the start of the asymptomatic surveillance period. Cases were counted frem 
the start of the asymptomatic surveillance period. < 


Among participants included in the evaluable efficacy (asymptomatic surveillance) 
population, 213 participants (80 in BNT162b2 group and 133 in placebo sroug) had evidence 
of infection with SARS-CoV-? prior to the start of the asymptomatic surveiHance period 
(Table 25). There were 10 asymptomatic SARS-CoV-2 infections in the BN T162b2 (30 ug) 
group compared to 35 infections reported in the placebo group. The esttmated VE was 70.8% 
(2-sided 95% CI: 39.7%, 87.1%) for BNT162b2 (Table 34). This destriptive analysis was 
limited by the accrual of only 45 infections total, resulting in a wide 2-sided 95% CI and 
limiting the precision of this estimate. 


VE of BNT162b2 for the same efficacy endpoint based on,#he Dose 2 all-available efficacy 
population was 65.6% (2-sided 95% CI: 32.3%, 83. TA) <Supplemental Table 14.29 and 
Supplemental Table 14.30). 
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Table 34. Vaccine Efficacy - Asymptomatic SARS-CoV-2 Infection Based on Central 
Laboratory—Confirmed NAAT Result — Subjects With Evidence of 
Infection Prior to the Start of the Asymptomatic Surveillance Period: 
Evaluable Efficacy (Asymptomatic Surveillance) Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo 
(N*=80) (N?=133% 
Efficacy Endpoint n> Surveillance n> Suxveillance VE (95% CI‘) 
Time‘ Time‘ (%) 
Asymptomatic SARS-CoV-2 infection based on central 10 0.014 fie) 0.014 70.8 (39.7, 
laboratory—confirmed NAAT result during asymptomatic 87.1) 


surveillance period 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS<CoV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy) 

Note: Subjects who had serological or virological evidence of past SARS+CoV-2 infection (i.e, N-binding antibody 
[serum] positive at either Visit 1 or asymptomatic surveillanceconsent visit, or SARS-CoV-2 positive detected by NAAT 
{nasal swab] at Visits 1 or 2, or had positive NAAT [nasal swab] at-any unscheduled visit) prior to the start of the 
asymptomatic surveillance period were included in the afalysis¢ 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint definition? 

c. Total surveillance time in 1000 person-yearsfor the}given endpoint across all subjects within each group. Time period 
for case accrual is from the start of the asympte@matic rveillance period to the end of the surveillance period. 

d. Two-sided confidence interval (CI) for VE is detived based on the Clopper and Pearson method adjusted for 
surveillance time. 
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5.1.1.2. Vaccine Efficacy Against Non-S-Seroconversion to SARS-CoV-2 


For the secondary efficacy endpoint, VE for BNT162b2 30 wg (2-dose primary series) 
against non-S-seroconversion to SARS-CoV-2 infection was evaluated in participants __ 
without evidence of infection or confirmed COVID-19. Note that the surveillance time 1@the 
placebo group was shorter than in the BNT162b2 group and accounted for in the VE ; 
calculations. This difference is due to the placebo crossover resulting in a shorter dufation of 
follow up for participants who originally received placebo. > 


Among participants included in the evaluable efficacy (seroconversion) poppfation, 
41564 participants (20872 in BNT162b2 group and 20692 in placebo grou) did not have 
evidence of infection with SARS-CoV-2 prior to the first post—dose 2 N4binding test 
(Table 26). There were 612 cases of seroconversion of N-binding antibody, indicative of 
SARS-CoV-2 infection, in the BNT162b2 (30 ug) group compared@o 608 cases in the 
placebo group. The estimated VE was 52.9% (2-sided 95% CI: 442%, 57.9%) for 
BNT162b2 (Table 35). 


VE of BNT162b2 for the same efficacy endpoint based on‘the Dose | and Dose 2 all- 
available efficacy populations was 49.7% (2-sided 95%cET: 44.0%, 54.9%) and 52.3% (2- 


sided 95% CI: 46.7%, 57.3%), respectively Gupplene ntal Table 14.31 and Supplemental 
Table 14.32). 
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Table 35. Vaccine Efficacy — Asymptomatic Infection Based on N-Binding Antibody 
Seroconversion — Subjects Without Evidence of Infection Prior to the First 
Post—Dose 2 N-Binding Test — Evaluable Efficacy (Seroconversion) 


Population 
Vaccine Group (as Randomized) 
BNT162b2 (30 ng) Placebo 
(N*=20872) (N*=20692) 
Efficacy Endpoint n> Surveillance n> — Surveillance VE (95% CI*) 
Time‘ Time® (%) 
Asymptomatic infection based on N-binding 612 13.840 608 6.481 52.9 (47.2, 57.9) 


antibody seroconversion after Dose 2 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-CeV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy; 

Note: Subjects who had no serological or virological evidence of past SA®S-CoV-2 infection before Dose 2 (ie, negative 
N-binding antibody [serum] result at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2) and 
had a negative NAAT (nasal swab) result at any unscheduled visit ad without any important protocol deviation prior to 
the first post-Dose 2 N-binding test result were included in tite analysis. 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint defimtion 

c. Total surveillance time in 1000 person-years fe the givén endpoint across all subjects within each group. Time period 
for case accrual is from Dose 2 to the end of the sarveillasce period. 

d. Two-sided confidence interval (CI) for VENS derived based on the Clopper and Pearson method adjusted for 
surveillance time. 
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In the evaluable efficacy (seroconversion) population without evidence of SARS-CoV-2 
infection, VE of BNT162b2 was 60.4% and 56.6% from Dose 2 to | month after Dose 2 and 
from >1 month after Dose 2, respectively (Table 36). The VE for cases confirmed after Dosé 
2 was 52.9% (2-sided 95% CI: 47.2%, 57.9%) based on 612 and 608 cases in the BNT 16262 
(30 ug) and placebo groups, respectively. Note that >1 month after Dose 2, the surveillarice 
time in the BNT162b2 (30 pg) group (11.961 [1000 person-years]) was more than tygice the 
surveillance time in the placebo group (4.681 [1000 person-years]), which is accounted for in 
the VE calculations; this is due to the placebo crossover resulting in truncated follow-up time 
for participants who originally received placebo. 


Table 36. Vaccine Efficacy by Time Interval — Asymptomatic infection Based on N- 
Binding Antibody Seroconversion — Subjects Without Evidence of Infection 
— Evaluable Efficacy (Seroconversion) Population 


Vaccine Group (as-Kandomized) 


BNT162b2 (30 pg) Placebo 
Efficacy Endpoint N*/n> Surveillar@ee N*/n> Surveillance VE (95% CI‘) 
Subgroup Times Time‘ (%) 
Asymptomatic infection based on N- 20872/612 13.840 20692/608 6.481 52.9 (47.2, 
binding antibody seroconversion after 57.9) 
Dose 2 
Dose 2 to | month after Dose 2 20697/34 1.750 20502/85 1.734 60.4 = (40.4, 
74.2) 
>I Month after Dose 2 19487/576 11.961 18012/519 4.681 56.6 (51.0, 
61.5) 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome‘Coronavirus 2; VE = vaccine efficacy. 

Note: Subjects who had no serologiéal or virological evidence of past SARS-CoV-2 infection before Dose 2 (ie, negative 
N-binding antibody [serum] resuit at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2) and 
had a negative NAAT (nasalSwab) result at any unscheduled visit and without any important protocol deviation prior to 
the first post-Dose 2 N-biriding test result were included in the analysis. 

Note: Subjects who dor’t-have a post—Dose 2 N-binding test at 1 month after Dose 2 or upto 42 days from Dose 2 were not 
included in the subgroup rows for time-interval analysis. 

a. N=number ofSabjects in the specified group. 

b. n=Number‘ef subjects meeting the endpoint definition. 

c. Total suyvéillance time in 1000 person-years for the given endpoint across all subjects within each group. Time period 
for case acotual is from Dose 2 to the end of the surveillance period for the overall row and from the start to the end of the 
ranges foreach time interval. 

d. Two-sided confidence interval (CI) for VE is derived based on the Clopper and Pearson method adjusted for 
surveillance time. 
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5.1.1.3. Incidence Rates of First COVID-19 Occurrence After Vaccination 


Analyses were performed for COVID-19 cases accrued for the following groups and periods; 


Original BNT162b2 (30 pg) group during a period when multiple SARS-CoV-2..0 
strains were circulating (ie, original/wild type strain and Alpha, Beta, Delta, Gatama, 
Omicron variants), pre-dominating at various times during the period from th@ Dose 1 
vaccination date to the earliest of confirmed case, death, study withdrawalstudy 
completion date, or the participant’s first dose of BNT162b2s, vaccine. 


Original placebo prior to crossover group for the time between vac¢éination in the 
blinded period, and the crossover date. The original/wild type was*the predominant 
strain during this period. Most of the Phase 2/3 participants were unblinded 

(April 2021) and transitioned to the crossover group when the Delta variant was the 
predominant strain. Crossover of Phase 2/3 participants was completed by 

October 2021. 


Placebo crossover to BNT162b2 (30 ug) group ford the period from first BNT162b2 
vaccination. Analyses were performed for COVED-19 cases accrued for the placebo 
crossover to BNT162b2 (30 yg) group when Alpha and Beta variants (01 December 
2020 to 10 January 2021), Gamma variant (Pl January 2021 to 03 April 2021), Delta 
variant (04 April 2021 to 26 Novepger 2 2 2021), Omicron variant (27 November 2021 
to LSLV) were predominant. ; 


For cases of first COVID-19 occurretice aiter vaccination, the IRs for participants in the 
original BNT162b2, original placebo pridr to crossover, and placebo crossover to BNT162b2 
groups were 104.562, 125.722, and 869.138 per 1000 person-years of follow-up, respectively 
(Table 37). 
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Table 37. Incidence Rates of First COVID-19 Occurrence After Vaccination — All- 
Available Efficacy Population 


Vaccine Group 


Original BNT162b2 (30 pg) = Original Placebo Prior to Placebo Creésover to 
Crossover BNT16262 (30 pg) 
Efficacy Endpoint nl’ Surveillance IR(/1000 nl? Surveillance IR(/1000 ni? Survegitiance IR (/1000 
Time? (2°) Py)! Time? (n2°) Py)! Tisne® (02°) Py)! 
First COVID-19 2868 27.429 104.562 1136 9.036 125.722 4144 24.501 169.138 
occurrence after (21300) (22362) (19527) 


vaccination 


a. nl =Number of participants meeting the endpoint definition. 

b. Total surveillance time in 1000 person-years for the given endpoint across al\participants within each group at risk 
for the endpoint. For the original 

BNT162b2 arm, time period for COVID-19 case accrual is from the dose | va¢tination date to the earliest of confirmed 
case, death, withdrawn from the study, 

study completion date, or their first dose of BNT162b2SA vaccination. Fez original Placebo arm, the time period between 
vaccination in blinded period and the 

crossover date is considered. For the Placebo crossover to BNY¥162b2*(30 pg) arm, the time period from first BNT162b2 
vaccination is considered as the starting 

point for surveillance. 

c. n2=Number of participants at risk for the endpetat. 

d. Incidence rate (IR) is calculated as number of fiarticijfants meeting the endpoint definition/total surveillance time 
across all participants at risk for the 

endpoint within the specific group. 

PFIZER CONFIDENTIAL SDTM Creation: IOMAR2023 (16:40) Source Data: adcl19eu Table Generation: 17MAY2023 
(00:35) 

(Database Snapshot Date: 28APR2023) OutpfitFile: ./nda2_unblinded/C4591001_CSR/adc19ef_ve_overall_d1_aai 


PFIZER CONFIDENTIAL 


Page 131 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


Kaplan-Meier curve shows the case accrual from vaccination up to the end of study date for 


¢ 


x 
© 


the participants who received BNT162b2 originally (original BNT162b2 group), participants _ O 7 


who received placebo originally prior to crossover (original placebo group), and participants 
who received placebo originally and then crossed over to receive BNT162b2 (placebo —& v 
crossover to BNT162b2 group), with severe COVID-19 cases denoted with ‘S’ on the Siirves 
(Figure 2). During the entire study period, most participants were eligible to receive 4{p to 4 
vaccine doses (2 dose primary series and 2 booster doses). In the postvaccination étiod, 
there is clear evidence of better protection by BNT162b2 compared to placebo inthe 
immediate months following vaccination before cross over occurred. After plavebo 
crossover, case accrual increased for both the original BNT162b2 and placeto crossover 
groups following different variant waves. The curves steepen substantially around 470 and 
300 days for the original BNT162b2 and placebo crossover groups, resPectively, which likely 
represents when each group was exposed to the start of the a 


Figure 2. Cumulative Incidence Curves for the First coves. 19 Occurrence After 
Vaccination — All Available Efficacy Population 
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~~ Note: "S" indicates participants with severe COVID-19 
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5.1.2. Summary of Efficacy 


A formal secondary efficacy analysis was performed to assess vaccine efficacy against 
asymptomatic SARS-CoV-2 infections and against non-S-seroconversion to SARS-CoV-2: 
The incidence of confirmed first COVID-19 through the entire study follow-up period in 
participants who received BNT162b2 was also described. 


In the evaluable efficacy (asymptomatic surveillance) population without evidence of 
SARS-CoV-2 infection prior to the start of the asymptomatic surveillance period, the VE 
for BNT162b2 30 yg (2-dose primary series) based on NAAT-confirmedSnfection was 
37.2% (2-sided 95% CI: -20.0%, 66.7%) based on 24 asymptomatic SARS-CoV-2 
infections in the BNT162b2 group and 20 infections reported in the placebo group. 


In the evaluable efficacy (asymptomatic surveillance) population’ with evidence of SARS- 
CoV-2 infection prior to the start of the asymptomatic surveitidnce period, the VE for 
BNT162b2 30 ug (2-dose primary series) was 70.8% (2-sided 95% CI: 39.7%, 87.1%) 
based on 10 asymptomatic SARS-CoV-2 infections in the BNT162b2 group and 

35 infections reported in the placebo group. 


In the evaluable efficacy (seroconversion) population without evidence of SARS-CoV-2 
infection prior to the first post-Dose 2 N-binding test, the VE for BNT162b2 30 pg 
(2-dose primary series) was 52.9% (2-sitied 95% CI: 47.2%, 57.9%) for confirmed cases. 
From Dose 2 to 1 month after Dose 2anddrom >1 month after Dose 2, the VE was 
60.4% and 56.6%, respectively, and thesoverall VE was 52.9% (2-sided 95% CI: 47.2%, 
57.9%) after Dose 2. 


Confirmed COVID-19 cases accftied through the entire study follow-up as multiple 
SARS-CoV-2 variants circulated, most notably following the emergence of Omicron. 
This prompted the development and implementation of variant-adapted vaccines: bivalent 
vaccines targeting the ori@inal/wild type strain and Omicron BA.1 or BA.4/BA.5, and 
most recently monovatent XBB.1.5. 
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5.2. Immunogenicity 
5.2.1. Phase 3 


Summarized below are immunogenicity results for Phase 3 BNT162b2-experienced 
participants, 18 through 55 and >55 years of age, who received a lower booster dose (ase 3) 
of BNT162b2 (5 or 10 yg). 

5.2.1.1. SARS-CoV-2 Neutralizing Titers to Reference Strain 

5.2.1.1.1. GMTs 


Among participants in the Dose 3 evaluable immunogenicity population ywrthout evidence of 
SARS-CoV-2 infection up to 1 month after the booster dose, SARS-CoH-2 50% neutralizing 
GMTs increased substantially at 1 month (Day 28) after the booster ose 3) for both dose 
and age groups (Figure 3, Supplemental Figure 14.1, and Suppleméfital Table 14.33). The 
SARS-CoV-2 50% neutralizing GMTs were similar, immediatel¥ before and 1 month after 
booster dose across the dose and age groups. 


Similar results were observed for participants in the boosfer (Dose 3) evaluable 
immunogenicity population regardless of prior infectionstatus (Supplemental Tables 14.34) 


and for participants in the Dose 3 booster all-ay vailable immunogenicity population 
(Supplemental Table 14.35). 
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Figure 3. Geometric Mean Titers and 95% CIs: SARS-CoV2 Neutralizing Titers 
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Abbreviations: B = booster vaccination; D = day; GMT = geometric 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.7, 
Note: Subjects who had no serological or virological evidence fap to 1 mOnth after receipt of the booster vaccination) of past SARS-CoV-2 infection (ie, 
N-binding antibody [serum] negative at Dose 1 visit, 1-mo: jost-D®ye 2 visit, booster dose visit, 1-month post—booster visit and SARS-CoV-2 not 
detected by NAAT [nasal swab] at Dose 1 visit, Dose 2 visit, booty dose visit) and had a negative NAAT (nasal swab) at any unscheduled visit up to 1 
month after booster vaccination were included in the analysis., & 
Note: Number within each bar denotes geometric mean titer. rey 
PFIZER CONFIDENTIAL SDTM Creation: 16FEB2022 (11.21§Source Data: adva Table Generation: 17FEB2022 (20:53) 

(Data Cutoff Date: 22NOV2021, Database Snapshot Dats EC2021) Output File: /nda3_unblinded/C4591001_G4_IMM/adva_f002_nt50_¢g4_6m 


5.2.1.1.2. GMFRs & 


Among participants in theDose 3 booster evaluable immunogenicity population without 
evidence of SARS-Co infection up to 1 month after the booster (Dose 3), the GMFR of 
SARS-CoV-2 50% serum neutralizing titers 1 month after Dose 3 ranged from 9.0 to 12.4 
(median time 6.8 t¢-7.2 months from Dose 2 to booster [Dose 3]) in the BNT162b2 (5 or 
10 pg) groups Supplemental Table 14.36). Of note, GMFR of SARS-CoV-2 50% serum 
neutralizing titer from before Dose 3 to 1 month after Dose 3 of BNT162b2 30 ug was 17.7 
(median time’ 6.8 months from Dose 2 to booster [Dose 3]) (20 May 2022 interim CSR), 
indicatinga higher booster effect of the 30-ug dose than the lower doses (5 or 10 pg). 


The GMERs were similar for participants in the booster (Dose 3) evaluable immunogenicity 
pepulation regardless of prior infection status and for participants in the booster (Dose 3) all- 


oven immunogenicity population (Supplemental Tables 14.37 and 14.38). 


ew 5.2.2. Summary of Immunogenicity 


Lower booster doses of BNT162b2 (5 or 10 pg) in BNT162b2-experienced participants 
substantially increased SARS-CoV-2 neutralizing antibody response | month after Dose 3 in 
participants 18 through 55 and >55 years of age, based on GMTs, GMFRs, and RCDCs. 
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Although there is no contemporaneous 30-11.g comparator for lower booster doses of 
BNT162b2 (5 or 10 pg), the GMFR for 30-p:g booster (Phase 3), presented in the 

20 May 2022 interim CSR, show that, based on GMFR values, a higher booster dose of 
BNT162b2 elicits a more robust immune response. 

5.3. Safety 


This final CSR summarizes Phase | and Phase 2/3 safety data for study objectives.and 
endpoints that have not been reported previously. It should be noted that the safety narratives 
in Section 14 are inclusive of the entire study duration and were identified baSed on the 
criteria listed in the final safety narrative plan. This text in this final CSR géfers to the 
narratives specific to the safety data presented in Section 5 of this final report. 


Refer to the Errata for information regarding missing AEs/SAE thatswere discovered for 

2 participants in Study C4591001. 

5.3.1. Phase 1 

Summarized below are results for Phase | participants, which include but are not limited to 


the following safety results: 


e SAEs from Dose | (placebo, BNT162b1 10,20, 30, and 100 pg] or BNT162b2 [10, 20, 
and 30 ug]) to 6 months after Dose 2 (placebo, BNT162b1 or BNT162b2) 


e AEsand SAEs from Dose 3 of BNf16252 (30 wg) to 1 month after Dose 3 
e AEs and SAEs from Dose 4 of BNI?62b2 (30 ug) to 1 month after Dose 4 


5.3.1.1. Local Reactions and Systemic Events 

In this study, reactogenicity events after each dose for both BNT162b1 and BNT162b2 were 
typically mild to moderate and short-lived. Refer to Table 5 for reactogenicity (local 
reactions and systemic eyénits) previously reported for Phase | participants. 

5.3.1.2. Adverse Events 

5.3.1.2.1. Dose L.te 6 Months After Dose 2 

5,3.1.2.1.1. Sefious Adverse Events 

There wero Phase | participants who reported any SAEs in the placebo group from Dose | 


to 6 morttis after Dose 2 (Supplemental Table 14.39). 


Two SAEs were reported by | participant in the BNT162b2 20-pg group and 1 participant in 
the’30-ug group. In the BNT162b2 20-yg group, 1 SAE of appendicitis was reported in 
1 participant (Supplemental Table 14.39) and was assessed by the investigator as not related 


to study intervention (Appendix 16.2.7.7.1). In the BNT162b2 30-ug group, 1 severe SAE of 


neuritis was reported by | participant and was assessed by the investigator as not related to 
study intervention (see Table 5 for interim reporting). 
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5.3.1.2.2. First Booster Dose to 1 Month After the First Booster Dose 
5.3.1.2.2.1. Brief Summary of Adverse Events 


An overview of AEs from administration of the first booster dose of BNT162b2 30 ug 
(Dose 3) to 1 month after the first booster dose for the initial vaccines groups is shown # 
Table 38. < 


In the initial BNT162b1 vaccine groups, AEs were reported by | to 5 participants{9.5% to 
20.8%). Related AEs were reported in the 10, 20, and 30-ug groups by | to 3 wafticipants 
(4.2% to 12.5%), and 2 participants (8.3%) reported a severe AE in the 30-1¢g dose group. In 
the 100-pg group, | participant (11.1%) reported a life-threatening event.fat was assessed 
by the investigator as not related to study intervention. 


In the initial BNT162b2 10, 20, and 30-g groups, | to 3 participantS (4.2% to 13.6%) 
reported at least 1 AE from the first booster dose (Dose 3) of BNT162b2 30 pg to 1 month 
after the first booster dose. Related AEs were reported in the £0-ug group by 3 participants 
(13.6%). No participants reported life-threatening AEs. 


No AEs leading to withdrawal or deaths were reportedfer participants in either the initial 
BNT162b1 or BNT162b2 vaccine groups. 
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Table 38. Number (%) of Subjects Reporting at Least 1 Adverse Event From the First Booster Dose to 1 Month After the 
First Booster Dose — Phase 1 — Subjects Who Received the First Booster Dose of BNT162b2 (38g) — Booster 


Safety Population 


Adverse Event 


Any adverse event 
Related*® 
Severe 
Life-threatening 
Any serious adverse event 
Related*® 
Severe 
Life-threatening 
Any nonserious adverse event 
Related*® 
Severe 
Life-threatening 
Any adversé event leading to withdrawal 
Related® 
Severe 
Life-threatening 
Death 


Initial Vaccine Group (as Administeted) 


BNT162b1 
20 pg 30 pg T00 pg 
(N?=24) (N2=24) (N@9) 
n? (%) nd (%) n? (%) 
5 (20.8) 4\16.7) 1 (11.1) 
1 (4.2) 3 (12.5) 0 
0 2 (8.3) 0 
0 0 1 (11.1) 
0 0 1 (11.1) 
0 0 0 
0 0 0 
0 0 1 (11.1) 
5 (20.8) 4 (16.7) 0 
1 (4.2) 3 (12.5) 0 
0 2 (8.3) 0 
0 0 0 
0 0 0 
0 0 0 
0 0 0 
0 0 0 
0 0 0 
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Table 38. Number (%) of Subjects Reporting at Least 1 Adverse Event From the First Booster Dose to 1 Month After the 
First Booster Dose — Phase 1 — Subjects Who Received the First Booster Dose of BNT162b2 (30 pg) — Booster 


Safety Population 
Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 2@ tg 30 pg Placebo 
(N*=21) (N?=24) (N?=24) (N?=9) (N?=22) (N?=23) (N*=24) (N*=28) 
Adverse Event n? (%) n? (%) n? (%) n? (%) n? (9) n (%) n? (%) n? (%) 


a. N=number of subjects in the specified group. This value is the denominator for the percentage oalttlatiors: 

b. n=Number of subjects reporting at least 1 occurrence of the specified event category. For/"any adverse’event," n = number of subjects reporting at least 1 occurrence of any 
adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 (03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSRYadae_s091_pl1_d3 
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5.3.1.2.2.2. Analysis of Adverse Events 
5.3.1.2.2.2.1. Adverse Events by System Organ Class and Preferred Term 


AE by SOC and PT summaries in this section included AEs from the first booster dose to 
1 month after the first booster dose for all initial BNT162b1 and BNT162b2 groups. 


A limited number of AEs by SOC were reported by Phase 1 participants from the first 
booster dose to 1 month after the first booster dose (Supplemental Table 14.40). Generally, 
most PTs were reported by no more than 1 participant per the initial BNT162b¢@and 
BNT162b2 dose groups and included, but not limited to, reports of lymphadenopathy, 
fatigue, axillary pain, chills, myalgia, muscle spasms, dizziness, headache¥paresthesia, and 
presyncope. One participant (4.2%) reported an AE of deep vein thrombosis in the initial 
BNT162b1 20-yg group. 


§.3.1.2.2.2.2. Related Adverse Events 


Related AEs were reported in the initial BNT162b1 10-, 20-,cind 30-1g groups and the initial 
BNT162b2 10-ug group only (Supplemental Table 14.41)dRelated AEs were reported by no 
more than 3 participants per group. 


From the first booster dose to 1 month after thé-firs(\booster dose, AEs assessed as related by 
the investigator in the initial BNT162b1 10-€@nd20-ug groups were reported by no more than 
1 participant per group. Two participants¢8.3%y in the initial 30-pg dose group reported a 
related AE of lymphadenopathy. 


In the initial BNT162b2 10-ug group, general disorders and administration site conditions 
(chills, injection site haemorrhage) arid nervous system disorders (paraesthesia and headache) 
were reported by 2 participants (9.4%) each. 


5.3.1.2.2.2.3. Immediate Adyerse Events 
There were no immediate adverse events reported after the first booster dose in the initial 


BNT162b1 groups (Supgfemental Table 14.42). 


In the initial BNT 16262 10-ug group, | immediate AE of injection site haemorrhage was 
reported in | participant. 


5.3.1.2.2.2.4, Severe or Life-Threatening Adverse Events 


From the-first booster dose to 1 month after the first booster dose, 2 severe events (axillary 
pain an@ headache) were reported by 2 participants (8.3%) in the initial BNT162b1 30-pg 
group-(Supplemental Table 14.43). 


Gne life-threatening (Grade 4) event of colitis was reported in the initial BNT162b1 100-pg 
group (Supplemental Table 14.44), onset 4 days after booster vaccination, and was assessed 


by the investigator as unrelated to study vaccine (Appendix 16.2.7.4.1) (see Section 
5.3.1.2.2.3.2 for further details). 
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5.3.1.2.2.3. Deaths, Serious Adverse Events, Safety-Related Participant Withdrawals, 
and Other Significant Adverse Events 


5.3.1.2.2.3.1. Deaths 


No deaths were reported in the Phase | booster safety population in the initial BNT162b4 
and BNT162b2 groups from the first booster dose to 1 month after the first booster dgse 
(Table 38). 


5.3.1.2.2.3.2. Serious Adverse Events 


From booster dose (Dose 3) to 1 month after booster dose of BNT162b2 3@rig, 1 participant 
(11.1%) in the initial BNT162b1 100-yg group reported 1 SAE of colitis 

(Supplemental Table 14.45) which was assessed by the investigator as Unrelated to the 
vaccine (Appendix 16.2.7.7.1). This participant required overnight ebservation at the 
emergency room due to symptoms of abdominal pain, diarrhea, aad blood in stool, with the 
diagnosis confirmed by CT scan of the abdomen. Treatment was with oral antibiotics and a 
follow up sigmoidoscopy was negative with full resolution.o«Psymptoms 19 days after onset. 


5.3.1.2.2.3.3. Discontinuations From Study Due to Adverse Events 


No participants in the Phase 1 BNT162b2 booster safety population in the initial BNT162b1 
and BNT162b2 groups were withdrawn due4o’AE9 from the first booster dose of BNT162b2 
(30 ug) to 1 month after the first booster dase (Gable 38) (Appendix 16.2.7.3.1). 
5.3.1.2.2.3.4. Pregnancy 


One pregnancy was reported in the Phase 1 BNT162b2 booster safety population in the initial 
BNT162b1 group from the first booster dose of BNT162b2 (30 yg) to 1 month after the first 
booster dose (Appendix.16.2.7.8). 


5.3.1.2.3. Additional Booster\Dose to 1 Month After the Additional Booster Dose 
5.3.1.2.3.1. Brief Summary of Adverse Events 


An overview of AEs fréva administration of the additional booster dose (Dose 4) to 1 month 
after the additional bodster dose is shown in Table 39. 


From Dose 4 to,Pmonth after Dose 4, the number (%) of participants with any AE was 
3 (3.8%); these’AEs were considered by investigators as related to study intervention. No 
participants¥eported a severe or life-threatening AE. 


No SARS, AEs leading to withdrawal, or deaths were reported. 
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Table 39. Number (%) of Subjects Reporting at Least 1 Adverse Event From the 
Additional Booster Dose to 1 Month After the Additional Booster Dose~ 
Phase 1 — Subjects Who Received the Additional Booster Dose of 
BNT162b2 (30 pg) as Part of Protocol Amendment 19 — Booster Safety 


Population 
Vaccine Group (as Administered) 
BNT162b2.420 1g) 

(N*580) 

Adverse Event n2(%) 

Any adverse event 3 (3.8) 

Related* 3 (3.8) 
Severe 0 
Life-threatening 0 
Any serious adverse event 0 
Related*® 0 
Severe 0 
Life-threatening 0 

Any nonserious adverse event 3 (3.8) 

Related*® 3 (3.8) 
Severe 0 
Life-threatening 0 
Any adverse event leading to withdrawal 0 
Related*® 0 
Severe 0 
Life-threatening 0 
Death 0 


a. N=number of subjects in th&specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reportingat least 1 occurrence of any adverse event. 

c. Assessed by the investrgator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 
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5.3.1.2.3.2. Analysis of Adverse Events 
5.3.1.2.3.2.1. Adverse Events by System Organ Class and Preferred Term 


AEs reported from the additional booster dose (Dose 4) to 1 month after the additional 
booster dose by SOC and preferred term are presented in Table 40. The study did not usée- 
diary to collect reactogenicity events after the additional booster dose (Dose 4). Events 
related to reactogenicity (eg, injection site pain, fatigue, myalgia, pyrexia, and headache) 
were collected as AEs. Of the AEs reported during this period, some were reactogenicity 
events reported as AEs. The number of participants (%) who reported AEs by-SOC were as 
follows: 


e general disorders and administration site conditions: 1 (1.3%) 
e musculoskeletal and connective tissue disorders: 2 (2.5%) 


These events were assessed by the investigator as related to study intervention. See 
Section 5.3.1.2.3.2.2 for details. 


Table 40. Number (%) of Subjects Reporting at Least 1 Adverse Event From the 
Additional Booster Dose to (Worth After the Additional Booster Dose, by 
System Organ Class and Preferred Term — Phase 1 — Subjects Who 
Received the Additional Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment<t9 — Booster Safety Population 
Vaccine Group (as 
Administered) 


BNT162b2 (30 pg) 


*=80) 
System Organ Class n> (%) (95% CI‘) 
Preferred Term : 
Any adverse event 3 (3.8) (0.8, 10.6) 
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 1 (1.3) (0.0, 6.8) 
Injection site pait 1 (1.3) (0.0, 6.8) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 2 (2.5) (0.3, 8.7) 
Myalgia 1 (1.3) (0.0, 6.8) 
Pain in@xtremity 1 (1.3) (0.0, 6.8) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. . N= number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b:¢n = Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 
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5.3.1.2.3.2.2. Related Adverse Events 


From the additional booster dose to 1 month after the additional booster dose, 3 participants 
(3.8%) had AEs assessed by the investigator as related to study intervention 

(Supplemental Table 14.46). These events, which also included reactogenicity events were 
reported as AEs (see Section 5.3.1.2.3.2.1). One participant (1.3%) each reported injection 
site pain, myalgia, and pain in extremity. 

5.3.1.2.3.2.3. Immediate Adverse Events 


There were no immediate AEs reported after the additional booster dos¢; . 


5.3.1.2.3.2.4. Severe or Life-Threatening Adverse Events 

There were no severe or life-threatening AEs reported after the additional booster dose 
(Table 39). 

5.3.1.2.3.3. Deaths, Serious Adverse Events, Safety-Retated Participant Withdrawals, 
and Other Significant Adverse Events 

5.3.1.2.3.3.1. Deaths 

No deaths were reported in the Phase 1 beostersafety population from the additional booster 
dose to 1 month after the additional boester.dése. 

5.3.1.2.3.3.2. Serious Adverse Events , 

No SAEs were reported in the Phase}? booster safety population from the additional booster 
dose to 1 month after the additional booster dose. 

5.3.1.2.3.3.3. Discontinuation’ from Study Due to Adverse Events 


No participants in the Phage 1 BNT162b2 booster safety population were withdrawn due to 
AEs from the additionakbooster dose of BNT162b2 (30 pg) to 1 month after the additional 
booster dose (Appendix 16.2.7.3.1). 


5.3.1.2.3.3.4. Pregnancy 


No pregnanciés were reported in the Phase 1 BNT162b2 booster safety population from the 
additional bSoster dose of BNT162b2 (30 pg) to | month after the additional booster dose 
(Appendix 16.2.7.8). 
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5.3.1.3. Phase 1 Safety Conclusions 


e All doses of BNT162b1 and BNT162b2 were safe and well tolerated. BNT162b1 at 100 
ug was discontinued due to the reactogenicity profile (previously reported); no 
participants in either age group received any dose of BNT162b2 at the 100-pg dose Jével. 


e The frequency of participants with any AE after the booster doses (Dose 3 and Dose 4) of 
BNT162b2 (30 yg) was low, with most participants reporting mild, reactogenivity-type 
events. : 


e The frequency of participants reporting SAEs after the first 2 doses of 8NT162b1 and 
BNT162b2, and the booster doses (Dose 3 and Dose 4), was from nee to low, and all 
SAEs reported were assessed by the investigator as not related to study intervention. 
There were no AEs leading to withdrawal or deaths reported. . 


5.3.2. Phase 2/3 
5.3.2.1. Local Reactions and Systemic Events 


In this study, reactogenicity of BNT162b2 was typicallysmild to moderate and short-lived. 
Refer to Table 5 for previously reported results, 


Local reactions and systemic events for BNP 6262-experienced participants 18 through 55 
and >55 years of age who were rerandomized {0 receive | booster dose of BNT162b2 (lower 
dose of 5 or 10 ug) under protocol amendment 15 are presented in this final CSR. 


5.3.2.1.1. Local Reactions for Participants Who Received Lower Dose Booster 


Local reactions in BNT162b2-experiénced participants 18 through 55 and >55 years of age 
who received 1 booster dose of BINT162b2 (5 or 10 pg) were mild to moderate and pain at 
the injection site was the mostffequently reported local reaction (Figure 4 and 
Supplemental Table 14.47). 


In the BNT162b2 (5 ugigroups, the most frequent local reaction was pain at the injection 
site with a higher pereentage of younger (18 through 55 years) than older (>55 years) 
participants reportifig the local reaction (56.0% vs 36.5%). In the BNT162b2 (10 1g) groups, 
pain at the injectfon site was also the most common local reaction, with a lower percentage of 
younger (18 through 55 years) than older (>55 years) participants reporting the local reaction 
(60.0% vs. 72.5%). In the BNT162b2 (5 and 10 ug) groups, redness and swelling were 
infrequent-(<5.9%) and no severe or Grade 4 local reactions were reported. In both the 
BNT162b2 5 and 10 yg groups, the frequency of any local reaction was similar in 
participants 18 through 55 years of age, while in participants >55 years of age, the frequency 
ofany local reaction was higher with increased dose. 


Across the age groups, median onset for all local reactions after either dose of BNT162b2 
was Day | to Day 2 (Day 1 was the day of vaccination) (Supplemental Table 14.48) and 
resolved with a median duration of 1.0 to 4.0 days (Supplemental Table 14.49). 
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@ 
Figure 4. Subjects Reporting Local Reactions, by Maximum Severity, Within 7 Days *© > 


After Booster Dose Phase 3 BNT162b2-Experienced Subjects Who Were? 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) 
Booster Safety Population a 

\ 


Local Reactions, by Maximum Severity, Within 7 Days After Booster Dose — Phase 3 - BNT162b2-Experienced Subjects rol 
Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety dice 


% of Subjects 


~\ Vaccine Group (as Administered) by Age Group 


ax 
?pSeverity [EB Mild BS88 Moderate MMM Severe MBM Grade 4 


Note: Number above each bar denotes percent of subjects reporting the reaction with any severity. 
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5.3.2.1.2. Systemic Events for Participants Who Received Lower Dose Booster 


Systemic events in BNT162b2-experienced participants 18 through 55 and >55 years of age 
who received | booster dose of BNT162b2 (5 or 10 pg) were predominantly mild to 
moderate and fatigue was the most frequently reported systemic event (Figure 5 and 
Supplemental Table 14.50). Reporting of fever and vomiting was infrequent (<4.0% and 
<3.8% respectively), and no Grade 4 systemic events were reported in any of the gratis. 


In the BNT162b2 (5 ug) groups, systemic events by age (18 through 55 sa >39 years of age, 
respectively), were: 


fatigue: 44.0% and 26.9% 

headache: 24.0% and 23.1% 

new or worsened muscle pain: 24.0% and 13.5% 
chills: 8.0% and 11.5% 

diarrhea: 8.0% and 3.8% 

vomiting: 0.0% and 3.8% 

new or worsened joint pain: 4.0% and 0.0% 


In the BNT162b2 (10 ug) groups, systemic events by age (18 through 55 and >55 years of 
age, respectively), were: 


e fatigue: 60.0% and 51.0% 

headache: 40.0% and 37.3% 

new or worsened muscle pain: 28.0%, and 13.7% 
chills: 24.0% and 21.6% | 

new or worsened joint pain: 2Q:0% and 13.7% 
diarrhea: 16.0% and 2.0% 


In the BNT162b2 5 and 10 ro groups, systemic events were reported more frequently in the 
younger age group than the older age group, and there was a higher frequency of systemic 
events reported in the jgher dose groups (10 ug) for participants in both age groups. 


Use of antipyretic4xain medication was more frequent in the BNT162b2 (10 wg) groups 
(28.0% and 23,5% in the 18 through 55 and >55 years of age groups, respectively) compared 
to the BNT162b2 (5 ug) groups (16.0% and 15.4% in the 18 through 55 and >55 years of age 
groups, respectively). 


Mediagronset for all systemic events after either dose was Day 1.0 to Day 5.5 (Day 1 was the 
day of vaccination) (Supplemental Table 14.51). Systemic events resolved after each dose 
vaith a median duration of 1.0 to 4.0 days (Supplemental Table 14.52). 
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After Booster Dose Phase 3 BNT162b2-Experienced Subjects Who Were ~ 
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Note: Number above each bar denotes percentage of subjects report e event with any severity. 
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5.3.2.2. Adverse Events 
5.3.2.2.1. Dose 1 to 6 Months After Dose 2 
5.3.2.2.1.1. Serious Adverse Events 


Final SAE analyses are reported for adolescents (12 through 15 years of age) and partigipants 
>16 years of age from Dose | to 6 months after Dose 2 during the blinded, placebo- 
controlled and open label follow-periods. Refer to Table 5 for previously reported‘results. 


Participants 12 Through 15 Years of Age 


From Dose | to 6 months after Dose 2, 2 participants (0.2%) in the placebo group reported 
SAEs (Supplemental Table 14.53). Note the follow-up time for the placébo group is less than 
6 months after Dose 2 because of unblinding of placebo recipients aad administration of 
BNT162b2 after unblinding. 


From Dose | to 6 months after Dose 2 of BNT162b2, the proportions of participants who 


reported at least 1 SAE were similar in the original BNT 1 6202 group (1.1%) and original 
placebo/BNT162b2 group (1.3%) (Supplemental Table 44.54). 


No participants in the placebo, original BNT162b2,and original placebo/BNT162b2 groups 
had SAEs assessed by the investigator as related to study intervention (Appendix 16.2.7.7.1). 


Participants >16 Years of Age 


From Dose | to 6 months after Dos¢ 2 ef BNT162b2, 291 participants (1.3%) in the placebo 
group reported SAEs after receiving placebo (Supplemental Table 14.55). All SAEs were 
assessed by the investigator as not s€lated to study intervention (Appendix 16.2.7.7.1). 


From Dose | to 6 months after, Dose 2 of BNT162b2, participants who reported at least | 
SAE were similar in the origiial BNT162b2 group (428 participants [2.0%]) and original 
placebo/BNT162b2 group’353 participants [1.7%]) (Supplemental Table 14.56). 


In the original BNT162b2 (30 yg) group, there were 3 participants with an SAE each 
assessed by the inyestigator as related to study intervention: 


e One participant experienced a ventricular arrhythmia that occurred 1 day after Dose 2 of 
BNT162b2 and resolved within 8 days. 


e One participant experienced a shoulder injury related to vaccine administration that 
resolved 153 days after Dose 2 of BNT162b2 administration. 


D) 


One participant experienced paresthesia that occurred 47 days after Dose 2 of 
BNT162b2, which lasted 221 days and resolved. 
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In the original placebo/BNT162b2 (30 ug) group, 3 participants had an SAE assessed by the 
investigator as related to study intervention (Appendix 16.2.7.7.1): 


e One participant experienced an SAE of portal vein thrombosis that occurred 61 cays aftér 


Dose 2 of BNT162b2, which lasted 8 days and resolved. 


e One participant experienced a transient ischemic attack that occurred 5 days after Dose 2 


of BNT162b2, which lasted 1 day and resolved. 


e One participant experienced myalgia that occurred 59 days after Dose 4 Pe BNT162b2, 


which lasted for 51 days and resolved. 


There were no clinically meaningful differences in SAEs by age Bry HD, race, Sex, Or 


ethnicity. These data are presented in the following tables: 


Number (%) of Subjects Reporting at Least 1 Serious Adverse Event 
From Dose | to 6 Months After Dose 2, by Age Group, by System Organ 
Class and Preferred Term — Blinded, Placebo-Controlled Follow-up,“ 


Received Placebo) — Safety Population 


Period — Phase 2/3 — Subjects >16 Years of Age (Subjects Who ot 


i Supplemental Table 14.57 and 


Supplemental Table 14.58 


Number (%) of Subjects Reporting at Least 1 Serious’ Adverse Event 
From Dose | to 6 Months After Dose 2, by Race, bySystem Organ Class 
and Preferred Term — Blinded, Placebo-Controlléad Foltw-up Period — 
Phase 2/3 — Subjects >16 Years of Age (Subjeg¢s Wite Originally 
Received Placebo) — Safety Population 


Supplemental Table 14.59 — 
Supplemental Table 14.61 


Number (%) of Subjects Reporting at Lest 7 Gsrious Adverse Event 
From Dose | to 6 Months After Dose 2, bySex, by System Organ Class 
and Preferred Term — Blinded, Placebo-Qdiitrolled Follow-up Period — 
Phase 2/3 — Subjects >16 Years of AgegSubjects Who Originally 
Received Placebo) — Safety Population’ 


Number (%) of Subjects Reportiig at Least | Serious Adverse Event 
From Dose | to 6 Months Afté: Dose 2, by Ethnicity, by System Organ 
Class and Preferred Term —8linded, Placebo-Controlled Follow-up 


Received Placebo) — Safe ety Population 


Period — Phase 2/3 — Subjévts =16 Years of Age (Subjects Who Originally 


Supplemental Table 14.62 and 
Supplemental Table 14.63 


Supplemental Table 14.64 — 
Supplemental Table 14.66 


Number (%) of Subiects Reporting at Least 1 Serious Adverse Event 
From Dose 1 (BMF 162b2) to 6 Months After Dose 2 (BNT162b2), by 
Age Group, bys System Organ Class and Preferred Term — Blinded and 
Open Labeld¥éllow-up Period — Phase 2/3 — Subjects >16 Years of Age — 
Safety Population 


Supplemental Table 14.67 and 
Supplemental Table 14.68 


Number (%) of Subjects Reporting at Least 1 Serious Adverse Event 
Froty Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by 
Rave, by System Organ Class and Preferred Term — Blinded and Open 


~cLabel Follow-up Period — Phase 2/3 — Subjects >16 Years of Age — Safety 
| Population 


Supplemental Table 14.69 — 
Supplemental Table 14.71 


Number (%) of Subjects Reporting at Least 1 Serious Adverse Event 
From Dose | (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by 


Sex, by System Organ Class and Preferred Term — Blinded and Open 


Supplemental Table 14.72 and 
Supplemental Table 14.73 
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Label Follow-up Period — Phase 2/3 — Subjects >16 Years of Age — Safety 


Population 
Number (%) of Subjects Reporting at Least 1 Serious Adverse Event Supplemental Table 14.74 — 


From Dose | (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Supplemental Table 14.76 <¢ 
Ethnicity, by System Organ Class and Preferred Term — Blinded and Open S 
Label Follow-up Period — Phase 2/3 — Subjects =16 Years of Age — Safety 
Population 


Narratives for participants with related SAEs are provided in Section 14 Narfatives. 


5.3.2.2.2. First Booster Dose to 1 Month After the First Booster Dose of BNT162b2 
(30 ng) 


Final safety evaluations of a booster dose in Phase 2/3 participant® cn received a third dose 
of BNT162b2 (30 Wg) as part of protocol amendment 18 are reported. See Table 5 for interim 
reporting on participants 12 through 15 years of age. Study G4591001 did not use an e-diary 
for the collection of reactogenicity event data for participants that received a booster dose of 
BNT162b2 (30 ug) as part of protocol amendment 18. Events related to reactogenicity were 
reported as AEs. 


5.3.2.2.2.1. Brief Summary of Adverse Eyents 


Phase 2/3 Participants 12 Through 15 Years of Age and 216 Years of Age Who 
Received Booster Dose of BNT162b2-(30stg) 


An overview of AEs from administratio® of Dose 3 to 1 month after Dose 3 in participants 
12 through 15 years of age and >16 years of age is shown in Table 41. 


From Dose 3 to 1 month after Dose 3, the number of participants with any AE was 

153 (18.5%) in the 12 througis15 years of age group, and 3818 (17.0%) in the >16 years of 
age group. Events considered by the investigator as related to study intervention were 
reported by 139 participdfits (16.8%) in the 12 through 15 years of age group and 3377 
participants (15.0%) inthe =16 years of age group. Two and 40 participants (0.2% and 0.2%) 
reported a severe AE in the 12 through 15 years of age group and >16 years of age group, 
respectively (see détails in Section 5.3.2.2.2.2.4). 
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Table 41. Number (“%) of Subjects Reporting at Least 1 Adverse Event From Boostér 
Dose to 1 Month After Booster Dose — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 187 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (36 11g) 


12-15 Years 216 Years 
(N?=825) (N?=22470) 
Adverse Event n> (%) n> (%) 
Any adverse event 153 (8&5) 3818 (17.0) 
Related*® 139(16.8) 3377 (15.0) 
Severe 6 (0.7) 90 (0.4) 
Life-threatening 1 (0.1) 6 (0.0) 
Any serious adverse event 2 (0.2) 65 (0.3) 
Related*® 0 3 (0.0) 
Severe 2 (0.2) 40 (0.2) 
Life-threatening 1 (0.1) 6 (0.0) 
Any nonserious adverse event 153 (18.5) 3779 (16.8) 
Related*® 139 (16.8) 3377 (15.0) 
Severe 6 (0.7) 52 (0.2) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 1 (0.0) 
Related* 0 0 
Severe 0 0 
Life-threatening 0 1 (0.0) 
Death 0 1 (0.0) 


a. N=number of subjects inGhe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectsyeporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reportit at least 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENDIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshiet Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3 
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Subgroup Analyses 


There were no clinically important differences regarding the percentage of participants 
reporting at least 1 AE in the subgroup analyses by age, race, sex, and ethnicity from the < 
administration of Dose 3 of BNT162b2 (30 1g) to 1 month after Dose 3. These data arec 
presented in the following tables: 


Number (%) of Subjects Reporting at Least 1 Adverse Event From Supplemental Tab®’14.77 - 
Booster Dose to 1 Month After Booster Dose, by Age Group — Phase 2/3 Supplemental Table 14.79 
— Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of C 
Protocol Amendment 18 — Booster Safety Population 


AY 


Number (%) of Subjects Reporting at Least 1 Adverse Event From Supplemental Table 14.80 — 
Booster Dose to 1 Month After Booster Dose, by Race — Phase 2/3 — Supplemental Table 14.82 
Subjects Who Received Booster Dose of BNT162b2 (30 1g) as Part of ~ 
Protocol Amendment 18 — Booster Safety Population 


Number (%) of Subjects Reporting at Least 1 Adverse Event From “| Supplemental Table 14.83 and 
Booster Dose to 1 Month After Booster Dose, by Sex — Phase 2/3 -— -© Supplemental Table 14.84 
Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part-of 
Protocol Amendment 18 — Booster Safety Population 


Number (%) of Subjects Reporting at Least 1 Adverse Event From Supplemental Table 14.85 — 
Booster Dose to 1 Month After Booster Dose, by Ethnivity =\Phase 2/3 — Supplemental Table 14.87 
Subjects Who Received Booster Dose of BNT162b2(30 #2) as Part of 
Protocol Amendment 18 — Booster Safety Populatyén L 


Participants With Confirmed Stable. SIV Disease Who Received Booster Dose of 
BNT162b2 (30 pg) ; 
An overview of AEs from admisiStration of Dose 3 to 1 month after Dose 3 in participants 
with confirmed stable HIV disgase is shown in Supplemental Table 14.88. 


From Dose 3 to 1 month after Dose 3, the number of participants with any AE was 
11 (11.2%). Events considered by the investigator as related to study intervention were 
reported by 8 pane epns (8.2%). No participants reported a severe AE. 


No AEs aaa t® withdrawals or deaths were reported. 


BNT162b2: aive Participants Assigned to Receive BNT162b2sa Who Received Booster 
Dose of enh (30 pg) 


An of Srview of AEs from administration of Dose 3 to 1 month after Dose 3 in 
BNT162b2-naive participants assigned to receive BNT162b2sa who received a booster dose 


of BNT162b2 (30 ug) is shown in Supplemental Table 14.89. 


From Dose 3 to | month after Dose 3, the number of participants with any AE was 
27 (11.4%). Events considered by the investigator as related to study intervention were 
reported by 25 participants (10.6%). No participants reported a severe AE. 


No AEs leading to withdrawals or deaths were reported. 
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5.3.2.2.2.2. Analysis of Adverse Events 


5.3.2.2.2.2.1. Adverse Events by System Organ Class and Preferred Term 
Participants 12 Through 15 Years of Age and =16 Years of Age Who Received Booster 


Dose of BNT162b2 (30 pg) 


AEs reported from Dose 3 to | month after Dose 3 by SOC and preferred term are presented 
in Supplemental Table 14.90 for Phase 2/3 participants in the 12 through 15 year®of age and 


>16 years of age groups. 


The most commonly reported AE in both age groups was injection site pam, in 66 
participants (8.0%) in the 12 through 15 years of age group and 1679 (%5%) in the =16 years 
of age group. Most AEs reported during this period reflect reactogenicity events reported as 

AEs. AE frequencies by reactogenicity SOC for both groups (12 thréugh 15 years of age and 


>16 years of age) were: 


nervous system disorders (49 [5.9%] and 632 [2.8%} 


gastrointestinal disorders (12 [1.5%] and 203 [00%] 


general disorders and administration site conditions (130 15.8%] and 2923 [13.0%) 


musculoskeletal and connective tissue disorders (19}2.3%] and 646 [2.9%]) 


Lymphadenopathy was reported by 8 and.660 participants (1.0% and 1.6%) in the 12 through 


15 years of age and >16 years of age groups,respectively. 


Subgroup Analyses 


There were no clinically important.dsiferences regarding the percentage of participants 
reporting at least 1 AE by SOC arta PT in the subgroup analyses by age, race, sex, and 
ethnicity from the administration of Dose 3 of BNT162b2 (30 yg) to 1 month after Dose 3. 


These data are presented in the following tables: 


Number (%) of Subjects Reporting at Least 1 Adverse Event From 
Booster Dose to 1 MonthAfter Booster Dose, by System Organ Class and 
Preferred Term, by Agé“Group — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Pepulation 


Supplemental Table 14.91 - 
Supplemental Table 14.93 


Number (%) ofSubjects Reporting at Least 1 Adverse Event From 
Booster Doseto 1 Month After Booster Dose, by System Organ Class and 
PreferredPerm, by Race — Phase 2/3 — Subjects Who Received Booster 
Dose eBNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster 
Safet? Population 


Supplemental Table 14.94 — 
Supplemental Table 14.96 


Number (%) of Subjects Reporting at Least 1 Adverse Event From 
‘Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Sex — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 ug) as Part of Protocol Amendment 18 — Booster 
Safety Population 


Supplemental Table 14.97 and 
Supplemental Table 14.98 


Number (%) of Subjects Reporting at Least 1 Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term, by Ethnicity — Phase 2/3 — Subjects Who Received 


Supplemental Table 14.99 — 
Supplemental Table 14.101 
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Booster Dose of BNT162b2 (30 1g) as Part of Protocol Amendment 18 — 
Booster Safety Population 


Participants With Confirmed Stable HIV Disease Who Received Booster Dose of 
BNT162b2 (30 pg) 


AEs reported from Dose 3 to | month after Dose 3 by SOC and preferred term are’ presented 
in Supplemental Table 14.102 for Phase 2/3 participants with confirmed stablésHIV disease. 


From Dose 3 to 1 month after Dose 3, AEs were most commonly reported¢in the SOC of 
general disorders and administration site conditions (7 participants [7.1%]), followed by 
gastrointestinal disorders (2 participants [2.0%]). 


BNT162b2-Naive Participants Assigned to Receive BNT162b2sa Who Received Booster 
Dose of BNT162b2 (30 pg) 


AEs reported from Dose 3 to | month after Dose 3 by SQ€ and preferred term are presented 
in Supplemental Table 14.103. 


From Dose 3 to 1 month after Dose 3, AEs were midst commonly reported in the SOC of 
general disorders and administration site cariditighs (23 participants [9.7%]) followed by 
musculoskeletal and connective tissue disorders (6 participants [2.5%]). 


5.3.2.2.2.2.2. Related Adverse Evenits 


Phase 2/3 Participants 12 Through<i5 Years of Age and >16 Years of Age Who 
Received Booster Dose of BNT16202 (30 ng) 


From Dose 3 to 1 month after Dose 3, 139 participants (16.8%) in the 12 through 15 years of 
age group and 3377 participants (15.0%) in the >16 years of age group had AEs assessed by 
the investigator as relatedst6 study intervention (Supplemental Table 14.104). The most 
common related event fst both groups was injection site pain, in 65 participants (7.9%) in the 
12 through 15 years of age group and 1678 participants (7.5%) in the =16 years of age group. 
Most of the other xe¢lated AEs were reactogenicity events in the SOC of general disorders and 
administration sité conditions, reported by 129 participants (15.6%) and 2910 (13.0%) in the 
12 through 155years of age and >16 years of age groups respectively. Headache was reported 
by 47 participants (5.7%) in the 12 through 15 years of age group and 550 participants 
(2.4%) imthe >16 years of age group. 


BNT£62b2-Naive Participants Assigned to Receive BNT162b2sa Who Received Booster 
Dése of BNT162b2 (30 pg) 


From Dose 3 to 1 month after Dose 3, 25 BNT162b2-naive participants (10.6%) assigned to 
receive BNT162b2sa who received the booster dose of BNT162b2 (30 ug) had AEs assessed 


by the investigators as related to study intervention (Supplemental Table 14.105). The most 
common related event was injection site pain in 11 participants (4.7%). 


PFIZER CONFIDENTIAL 


Page 155 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


5.3.2.2.2.2.3. Immediate Adverse Events 


Phase 2/3 Participants 12 Through 15 Years of Age and >16 Years of Age Who 
Received Booster Dose of BNT162b2 (30 ng) 


The frequencies of immediate AEs reported within 30 minutes after the booster dose were 
low (< 0.4%) in the 12 through 15 years of age and >16 years of age groups 

(Supplemental Table 14.106). In the 12 through 15 years of age group, 2 participafts 
reported injection site pain and | participant reported fatigue, while 26 participants reported 
injection site pain and 6 participants reported fatigue in the >16 years of age:g?oup. In 
addition, in the >16 years of age group, 31 participants (0.1%) reported immediate AEs in the 
SOC of injury, poisoning and procedural complications with 20 participants (0.1%) reporting 
exposure during pregnancy. 


BNT162b2-Naive Participants Assigned to Receive BNT162b2sa Who Received Booster 
Dose of BNT162b2 (30 pg) 


There were no immediate AEs reported in the BNT162b2-naive booster safety population 
after receiving the booster dose. 


5.3.2.2.2.2.4. Severe or Life-Threatening A¢yers¢-Events 


Phase 2/3 Participants 12 Through 15 Yéars of Age and =16 Years of Age Who 
Received Booster Dose of BNT162b2 (0 wg) 


Refer to Table 5 for previously repotted_résults of severe and life-threatening AEs in 
adolescents 12 through 15 years of age> 


From Dose 3 to 1 month after Dose 3, severe events in participants >16 years of age were 
overall low in number and frequency (90 participants [0.4%]). Severe AEs reported for these 
participants are presented bySOC and PT in Supplemental Table 14.107. 


Life-threatening (or Grad@’4) events were rare in participants >16 years of age and reported 
in 6 participants from_bdoster dose to 1 month after booster dose 

(Supplemental Table114.108). Of the 6 reported life-threatening events, 1 was considered by 
the investigator as Yelated to study intervention: 


e Angioedefia reported in 1 participant, occurred 1 day after Dose 3 with a duration of 2 
days. Te event was reported as an SAE and resolved, and the participant continued in 
the stidy (Appendix 16.2.7.7.1). 


BNT162b2-Naive Participants Assigned to Receive BNT162b2sa Who Received Booster 
Bose of BNT162b2 (30 pg) 


There were no severe or life-threatening AEs reported in BNT162b2-naive participants who 
received the booster dose of BNT162b2 (30 pg) (Supplemental Table 14.89). 
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5.3.2.2.2.3. Deaths, Serious Adverse Events, Safety-Related Participant Withdrawals, 
and Other Significant Adverse Events 


5.3.2.2.2.3.1. Deaths 


One death was reported in the booster dose BNT162b2 (30 ug) =16 years of age groupthe 
participant died 22 days after Dose 3 with the cause of death provided as adenocarcinéma of 
the pancreas which was considered unrelated to study intervention (Appendix 16. 2.7 7.7.1 and 
Appendix 16.2.7.6.1). 


A narrative for this participant is provided in Section 14 Narratives. 


5.3.2.2.2.3.2. Serious Adverse Events 
Phase 2/3 Participants 12 through 15 Years of Age and >16 Year's of Age Who Received 
Booster Dose of BNT162b2 (30 ng) 


From Dose 3 to 1 month after Dose 3, the proportions of partigipants in the 12 through 15 
years of age group and >16 years of age group who reported any SAE after receiving the 
booster dose of BNT162b2 were <0.3% (Supplemental able 14.109). 


Refer to Table 5 for previously reported resultsof SAEs i in adolescents 12 through 15 years 
of age. 


In the >16 years age groups, 2 participants hdd SAEs assessed by the investigator as related 
to study intervention (Appendix 16.2.7, sand Appendix 16.2.8.7): 


e One participant experienced an S.AE of spontaneous abortion that occurred 13 days after 
Dose 3. 


e AnSAE of myocarditis of. Grade 3 severity was reported in | 2) participant, 4 days 
following the booster dose. The SAE lasted for 101 days and the event resolved with 
sequalae. 
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Subgroup Analyses 


There were no clinically important differences regarding the percentage of participants 
reporting at least 1 SAE in the subgroup analyses by age, race, sex, and ethnicity from the 
administration of Dose 3 of BNT162b2 (30 yg) to 1 month after Dose 3. These data are 
presented in the following tables: 


Number (%) of Subjects Reporting at Least 1 Serious Adverse Event Supplemental Tabf@*14.110 — 
From Booster Dose to 1 Month After Booster Dose, by System Organ Supplemental 14/112 

Class and Preferred Term, by Age Group — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 ug) as Part of Protocol 
Amendment 18 — Booster Safety Population 


Number (%) of Subjects Reporting at Least 1 Serious Adverse Event Supplemental Table 14.113 — 
From Booster Dose to 1 Month After Booster Dose, by System Organ Supplemental Table 14.115 

Class and Preferred Term, by Race — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 1g) as Part of Protocol Amendment 18 - 4 
Booster Safety Population 


Number (%) of Subjects Reporting at Least 1 Serious Adverse Event Supplemental Table 14.116 and 
From Booster Dose to 1 Month After Booster Dose, by System Organ Supplemental Table 14.117 
Class and Preferred Term, by Sex — Phase 2/3 — Subjects Who Reteived 
Booster Dose of BNT162b2 (30 1g) as Part of Protocol Amendment 18 — 
Booster Safety Population 


Number (%) of Subjects Reporting at Least 1 Sertous Adverse Event Supplemental Table 14.118 — 
From Booster Dose to 1 Month After Booster Dose, by System Organ Supplemental Table 14.120 
Class and Preferred Term, by Ethnicity — Phase 2/8> Subjects Who 
Received Booster Dose of BNT162b2 (3Q4tg) agPart of Protocol 
Amendment 18 — Booster Safety Populatfon 


Participants With Confirmed ‘Stable HIV Disease Who Received Booster Dose of 
BNT162b2 (30 pg) 


From Dose 3 to 1 month<efter Dose 3, | participant (1.0%) reported 2 SAEs, assessed by the 
investigator as not related to study intervention (Supplemental Table 14.121 and 
Appendix 16.2.7.7.4)- 


Narratives for participants with related SAEs are provided in Section 14 Narratives. 


BNT162b2-Naive Participants Assigned to Receive BNT162b2sa Who Received Booster 
Dose of BNT162b2 (30 pg) 


There were no SAEs reported in the booster safety population after receiving the booster 
dose. 
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5.3.2.2.2.3.3. Discontinuations From Study Due to Adverse Events 
Phase 2/3 Participants 12 Through 15 Years of Age and 16 Years of Age Who 
Received Booster Dose of BNT162b2 (30 pg) 


One participant in the >16 years of age group had an AE leading to withdrawal that was 
considered by the investigator as not related to study intervention (adenocarcinoma _6¥ the 
pancreas) (Supplemental Table 14.122 and Appendix 16.2.7.5.1). 


BNT162b2-Naive Participants Assigned to Receive BNT162b2sa Who Received Booster 
Dose of BNT162b2 (30 pg) 


No participants in the Phase 3 BNT162b2 booster safety population were withdrawn due to 
AEs from Dose 3 to 1 month after Dose 3 (Appendix 16.2.1.3). 

5.3.2.2.2.3.4. Pregnancy 

Phase 2/3 Participants 12 Through 15 Years of Age and.=i6 Years of Age Who 
Received Booster Dose of BNT162b2 (30 ng) 


No pregnancies were reported in the Phase 2/3 BNT162b2 booster 12 through 15 years of 
age group. 


Refer to Appendix 16.2.7.8 for participants reporting pregnancy after Dose 1. 


BNT162b2-Naive Participants Assigned;to Receive BNT162b2sa Who Received Booster 
Dose of BNT162b2 (30 pg) 


One pregnancy was reported in BNT162b2-Naive participants assigned to received 
BNT162b2sa who received booster dose of BNT162b2 (30 ug) (Appendix 16.2.7.8). 


5.3.2.2.3. First Booster to and 6 Months after Booster Dose (Lower Doses) 
5.3.2.2.3.1. Brief Summary of Adverse Events 
Adverse Events frony Booster Dose (5 or 10 pg) to 1 Month and 6 Months After Booster 


Dose 


An overview of AEs for administration of a booster dose of BNT162b2 (lower dose of 5 or 
10 wg) to BNT162b2-experienced participants rerandomized to receive a booster dose of 
BNT16282 (lower dose of 5 or 10 wg) under protocol amendment 15, 1 month and 6 months 
after the booster, is presented in Table 42 and Table 43, respectively. 


BNT162b2 (5 ug) Groups 


From the BNT162b2 (5 ug) booster dose to 1 month after the booster dose, the number of 
BNT162b2-experienced participants with any AE was 3 and 2 participants (11.5% and 3.8%) 
in the 18 through 55 years of age and >55 years of age groups, respectively. One participant 
(1.9%) reported a related AE in the >55 years of age group. No participants reported severe 
AEs, SAEs, AEs leading to withdrawal, or deaths in either age group. 
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Through 6 months after the booster dose, AEs were reported by 2 additional participants >55 
years of age, with 1 participant (1.9%) reporting an SAE that was assessed by the 
investigator as not related to study intervention. No AEs leading to withdrawal or deaths 
were reported in either of the age groups. 


BNT162b2 (10 ng) Groups 


From the BNT162b2 (10 ug) booster dose to 1 month after the booster dose, 2 (89%) 
participants 18 through 55 years of age reported an AE. No participants in the55 years of 
age group reported any AEs. One participant (4.0%) reported a related AE ifpthe 18 through 
55 years of age group. No SAEs, AEs leading to withdrawal, or deaths were reported in 
either of the age groups. 


Through 6 months after the booster dose, AEs were reported 6 menths after the booster dose 
by | additional participant each in 18 through 55 years of age and >55 years of age. No 
SAEs, AEs leading to withdrawal, or deaths were reported in-either of the age groups. 
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Table 42. Number (%) of Subjects Reporting at Least 1 Adverse Event From Boostér 
Dose to 1 Month After Booster Dose — Phase 3 - BNT162b2-Experienced 
Subjects Who Were Rerandomized to Receive 1 Booster Dose of BNW62b2 
(Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT£62b2 (10 pg) 
18-55 Years >55 Years 18-55-Years >55 Years 

(N?=26) (N?=53) (N*=25) (N?=51) 

Adverse Event n> (%) n> (%) n> (%) n> (%) 
Any adverse event 3 (11.5) 2 (3.8) 2 (8.0) 0 
Related*® 0 1(1.9) 1 (4.0) 0 
Severe 0 re) 0 0 
Life-threatening 0 0 0 0 
Any serious adverse event 0 0 0 0 
Related® 0 0 0 0 
Severe 0) 0 0 0 
Life-threatening 0 0 0 0 
Any nonserious adverse event 3 AS 2 (3.8) 2 (8.0) 0 
Related*® 0 1 (1.9) 1 (4.0) 0 
Severe 0 0 
Life-threatening 0 0 0 0 
Any adverse event leading to withdrawal 0 0 0 0 
Related* 0 0 0 0 
Severe 0 0 0 0 
Life-threatening 0 0 0 0 
Death 0 0 0 0 


a. N=number of subjects inGhe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectsyeporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reportitg at least 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational vaccine. 

PFIZER CONFIDENGIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 28JUN2023 
(03:09) 
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Table 43. Number (%) of Subjects Reporting at Least 1 Adverse Event From Boostér 
Dose to 6 Months After Booster Dose — Phase 3 —- BNT162b2-Experienced 
Subjects Who Were Rerandomized to Receive 1 Booster Dose of BNW62b2 
(Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT.£62b2 (10 pg) 
18-55 Years >55 Years 18-55-Years >55 Years 

(N?=26) (N?=53) (N?=25) (N?=51) 

Adverse Event n> (%) n> (%) n> (%) n> (%) 

Any adverse event 3 (11.5) 4 (7.5) 3 (12.0) 1 (2.0) 
Related® 0 1 (1.9) 1 (4.0) 0 
Severe 0 re) 0 0) 
Life-threatening 0 0 0 0 
Any serious adverse event 0 1 (1.9) 0 0 
Related® 0 0 0 0 
Severe 0) 0 0 0 
Life-threatening 0 0 0 ) 

Any nonserious adverse event 3 AAS 3 (5.7) 3 (12.0) 1 (2.0) 
Related® i) 1 (1.9) 1 (4.0) 0 
Severe 0 0 
Life-threatening 0 0 0) 0 
Any adverse event leading to withdrawal 0 0 0 0 
Related* 0 0 0 0 
Severe 0 0 0 0 
Life-threatening 0 0 0) 0 
Death 0 0 0 0 


a. N=number of subjects inGhe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectsyeporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reportitfg at least 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational vaccine. 

PFIZER CONFIDENGIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 28JUN2023 
(03:11) 

(Database Snapshet Date: 283APR2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adae_s091_¢4 6m 
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5.3.2.2.3.2. Analysis of Adverse Events 
5.3.2.2.3.2.1. Adverse Events by System Organ Class and Preferred Term 


Adverse Events from Booster Dose (5 or 10 pg) to 1 Month and 6 Months After Booster 
Dose 


AEs by SOC and preferred term from the administration of a booster dose of BNT.182b2 
(lower dose of 5 or 10 pg) to BNT162b2-experienced participants rerandomized £0 receive a 
booster dose of BNT162b2 (lower dose of 5 or 10 ug), through 1 month and 64months after 
the booster dose, are presented in Table 44 and Table 45, respectively. 


In the BNT162b2 5 and 10 wg groups for participants 18 through 55 and'$55 years of age, 
the frequency of AEs were low and were mostly reported by no more-than | participant per 
AE preferred term. 


Table 44. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by'‘System Organ Class and Preferred 
Term — Phase 3 — BNT162b2-Eperienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — 
Booster Safety Population.< 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2 (10 ng) 
18-55 Years >55 Years 18-55 Years >55 Years 
(N?=26) 4=53) 4=25) (N*=51) 
System Organ Class m>(%) (95% m>(%) (95% n>(%) (95% n> (95% CI) 
Preferred Term . CI‘) CI‘) cr) = (%) 

Any adverse event 3(11.5) (24, 2(3.8) (0.5, 2(8.0) (1.0, 0 (0.0, 7.0) 
30.2) 13.0) 26.0) 

BLOOD AND LYMPHATIC SYSTEM 0 (0.0, 0 (0.0, 6.7) 1(4.0) (0.1, 0 (0.0, 7.0) 
DISORDERS 13.2) 20.4) 

Lymphadenopatity 0 (0.0, 0 (0.0, 6.7) 1(4.0) (0.1, 0 (0.0, 7.0) 
13.2) 20.4) 

GASTROINTESTINAL DISORDERS 1(3.8) (0.1, 0 (0.0, 6.7) 1(4.0) (0.1, 0 (0.0, 7.0) 
19.6) 20.4) 

Gastrooesophageal reflux disease 1 (3.8) (0.1, 0 (0.0, 6.7) 1(4.0) (0.1, 0 (0.0, 7.0) 
19.6) 20.4) 

GENERAL DISORDERS AND 0 (0.0, 11.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
ADMINISTRATION SITE CONDITIONS 13.2) 10.1) 13.7) 

Fatigue 0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

INJURY, POISONING AND 1(3.8) (0.1, 0 (0.0, 6.7) 0 (0.0, 0 (0.0, 7.0) 
PROCEDURAL COMPLICATIONS 19.6) 13.7) 

Skin laceration 1(3.8) (0.1, 0 (0.0, 6.7) 0 (0.0, 0 (0.0, 7.0) 
19.6) 13.7) 

PFIZER CONFIDENTIAL 


Page 163 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


Table 44. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 3 — BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) - 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 ng) BNT16252 (10 pg) 
18-55 Years >55 Years 18-55 Yé@ars >55 Years 
(N*=26) (N?=53) (N25;25) (N?=51) 
System Organ Class m>(%) (95% n>(%) (95% n>(%) (95% n> (95% CI) 
Preferred Term cI’) CI’) cl) = (%) 
METABOLISM AND NUTRITION 0 (0.0, 1 (1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
DISORDERS 13.2) 10:0) 13.7) 
Dehydration 0 (0.0, 1(1.9) 00.0, 0 (0.0, 0 (0.0,7.0) 
13.2) 10.1) 13.7) 
MUSCULOSKELETAL AND 1 (3.8) (0.1, Q (0.0, 6.7) 0 (0.0, 0 (0.0, 7.0) 
CONNECTIVE TISSUE DISORDERS 19.6) 13.7) 
Pain in extremity 1(3.8) @1, 0 (0.0, 6.7) 0 (0.0, 0 (0.0, 7.0) 
19.6) 13.7) 
NERVOUS SYSTEM DISORDERS 0 (0, 2 (3.8) (0.5, 0 (0.0, 0 (0.0, 7.0) 
13.2) 13.0) 13.7) 
Dizziness 0 (0.0, 1(1.9) (0.0, 0 (0.0, 0  (0.0,7.0) 
13.2) 10.1) 13.7) 
Dysgeusia 0 (0.0, 1(1.9) (0.0, 0 (0.0, 0  (0.0,7.0) 
13.2) 10.1) 13.7) 


Note: MedDRA (v25.1) coding dictionary afplied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting-ai\least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurren¢¢ of any adverse event. 

c. Exact 2-sided CI based on thé lopper and Pearson method. 

PFIZER CONFIDENTIAL SD2M Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 29JUN2023 
(02:14) 
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Table 45. Number (%) of Subjects Reporting at Least 1 Adverse Event From Boostér 
Dose to 6 Months After Booster Dose, by System Organ Class and 
Preferred Term — Phase 3 — BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — 
Booster Safety Population 


System Organ Class 
Preferred Term 


Any adverse event 


BLOOD AND LYMPHATIC SYSTEM 
DISORDERS 


Lymphadenopathy 

EAR AND LABYRINTH DISORDERS 
Deafness unilateral 
Vertigo 

GASTROINTESTINAL DISORDERS 
Gastrooesophageal reflux disease. 


Haemorrhoids 


GENERAL DISORDERS AND 
ADMINISTRATION S&PE CONDITIONS 


Fatigue 


INJURY, POJSONING AND 
PROCEDURAL COMPLICATIONS 


Skin {aéeration 


MBIABOLISM AND NUTRITION 
BYSORDERS 


Dehydration 


MUSCULOSKELETAL AND 
CONNECTIVE TISSUE DISORDERS 


Back pain 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BN¥162b2 (10 pg) 

18-55 Years >55 Years 18-58 Years >55 Years 
(N*=26) (N*=53) (N*=25) (N?=51) 
n>(%) (95% n> (%) (95% nQ(%) (95% n> (%) (95% CI‘) 

CI’) CI’) cI) 


3(11.5) (2.4, 4(7.5) 4@t, 3(12.0) (2.5, 1(2.0) (0.0, 10.4) 


30.2) 18.2) 31.2) 

0 (0.0, 0,2 (0.0, 6.7) 1(4.0) (OL, 0 (0.0, 7.0) 
13.2) 20.4) 

0 (0.0, 0 (0.0,6.7) 1(4.0) (0.1, 0 (0.0, 7.0) 
13.2) 20.4) 

0 (00, 0 (0.0,6.7) 0 (0.0, 12.0) (0.0, 10.4) 
13.2) 13.7) 

0 (0.0, 0 (0.0,6.7) 0 (0.0, 1(2.0) (0.0, 10.4) 
13.2) 13.7) 

D (0.0, 0 (0.0,6.7) 0 (0.0, 1 (2.0) (0.0, 10.4) 
13.2) 13.7) 

1.8) (0.1, 0 (0.0,6.7) 2(8.0) (1.0, 0 (0.0, 7.0) 
19.6) 26.0) 

13.8) (0.1, 0 (0.0.6.7) 1(4.0) (.1, 0 (0.0, 7.0) 
19.6) 20.4) 

0 (0.0, 0 (0.0,6.7) 1(40) (.1, 0  (0.0,7.0) 
13.2) 20.4) 

0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

1.8) (0.1, 0 (00,67) 0 (0.0, 0 (0.0, 7.0) 
19.6) 13.7) 

1.8) (0.1, 0 (0.0,6.7) 0 (0.0, 0 (0.0, 7.0) 
19.6) 13.7) 

0 (0.0, 101.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

1.8) (0.1, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
19.6) 10.1) 13.7) 

0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 
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Table 45. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 6 Months After Booster Dose, by System Organ Class and 
Preferred Term — Phase 3 — BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) -x 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT16252 (10 pg) 
18-55 Years >55 Years 18-55 Yeats >55 Years 
(N?=26) (N*=53) (N*=25 (N*=51) 

System Organ Class n>(%) (95% n>(%) (95% nP(%)\ (95% n>(%) (95% CI) 
Preferred Term cI’) CI‘) CI‘) 

Pain in extremity 18.8) (0.1, 0 (0.0, 6.7) 0 (0.0, 0 (0.0, 7.0) 
19.6) 13.7) 

Temporomandibular joint syndrome 13.8) (0.1, 0 = (0.086.7) 0 (0.0, 0 (0.0, 7.0) 
19.6) 13.7) 

NERVOUS SYSTEM DISORDERS 0 (0.0, 2 (3.8< (0.5, 0 (0.0, 0 (0.0, 7.0) 
13.2) 13.0) 13.7) 

Dizziness 0 (0% 11.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

Dysgeusia 0 (0.0x“ 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

RENAL AND URINARY DISORDERS G (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

Nephrolithiasis G (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 

SURGICAL AND MEDICAL 1.8) (0.1, 0 = (0.0, 6.7) 0 (0.0, 0 (0.0, 7.0) 
PROCEDURES 19.6) 13.7) 

Endodontic procedure 1(3.8) (0.1, 0 (0.0, 6.7) 0 (0.0, 0 (0.0, 7.0) 
19.6) 13.7) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects imythe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectsveporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least\l occurrence of any adverse event. 

c. Exact 2-sided Chbased on the Clopper and Pearson method. 

PFIZER CONFIDEWYIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 29JUN2023 
(02:14) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adae_s130_¢4 6m 


5.3.2:2.3.2.2. Related Adverse Events 


Related AEs were reported by | participant (1.9%) in the BNT162b2 (5 pg) >55 years of age 
group only and included general disorders and administration site conditions (fatigue), 
metabolism and nutrition disorders (dehydration), and nervous system disorders (dizziness) 
(Supplemental Table 14.123). 


One participant (4.0%) reported a related AE of lymphadenopathy in the BNT162b2 (10 pg) 
18 through 55 years of age group. 
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5.3.2.2.3.2.3. Immediate Adverse Events 


There were no immediate AEs reported in the BNT162b2-experienced (lower dose) booster 
safety population after the booster dose. 


5.3.2.2.3.2.4. Severe or Life-Threatening Adverse Events 


There were no severe or life-threatening AEs reported in BNT162b2-experienced (lower 
dose) booster safety population after the booster dose. 


5.3.2.2.3.3. Deaths, Serious Adverse Events, Safety-Related Pane w Sthdrawals, 
and Other Significant Adverse Event 


5.3.2.2.3.3.1. Deaths 


No deaths were reported in the BNT162b2-experienced (lower dosé) safety population from 
the booster dose to 6 months after the booster dose (Appendix 1@2.7.6.4). 


5.3.2.2.3.3.2. Serious Adverse Events 


From booster dose (BNT162b2 5 or 10 pg) to 6 months after booster dose | participant 
(1.9%) in the BNT162b2 (5 ug) >55 years of age groupteported 1 SAE of back pain 
(Supplemental Table 14.124) which was assessed b¥the investigator as unrelated to the 
vaccine (Appendix 16.2.7.7.3). . 


5.3.2.2.3.3.3. Discontinuations from Study Due to Adverse Events 


No participants in the Phase 3 BNT462b22{lower dose) booster safety population were 
withdrawn due to AEs from booster dgse to 6 months after booster dose (Appendix 16.2.1.4). 


5.3.2.2.3.3.4. Other Significant Adverse Events 


One participant (2.0%) reported 4 significant AE of unilateral deafness in the BNT162b2 (10 
ug) >55 years of age group tat began approximately 2 and a half months after receipt of 


booster vaccination and yas assessed by the investigator as not related to study intervention 
(Supplemental Table 14125 and Appendix 16.2.7.4.5). 


5.3.2.2.4. Additioral Booster Dose to 1 Month After Additional Booster Dose of 
BNT162b2 30 pe 


5.3.2.2.4.1. Brief Summary of Adverse Events 


An overyiew of AEs from the administration of the additional booster dose (Dose 4 or 

Dose 5%t0 1 month after the additional booster dose for the participants rerandomized to 
recetyé booster dose(s) under protocol amendments 14 and 15 and received the additional 
beester dose of BNT162b2 30 ug under protocol amendment 19 is shown in Table 46. Study 
©4591001 did not use an e-diary for the collection of reactogenicity event data for 


} participants that received an additional booster dose of BNT162b2 (30 ug) as part of protocol 


amendment 19. Events related to reactogenicity were reported as AEs. 


In all the vaccine groups except for those who previously received BNT162b2 5-yg booster 
dose, from the additional booster dose to 1 month after the booster dose, 1 to 17 participants 
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(2.6% to 9.3%) reported at least 1 AE. No AEs were reported by the participants who 
previously received the BNT162b2 5-ug booster dose. 


One participant (0.5%) who previously received the BNT162b2s, 30-pg booster dose 
reported an SAE of muscular weakness. The event was unrelated to study vaccination. 


No SAEs, AEs leading to withdrawal, or deaths were reported. 
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Table 46. Number (%) of Subjects Reporting at Least 1 Adverse Event From the 
Additional Booster Dose to 1 Month After the Additional Booster Dose~ 
Phase 3 — BNT162b2-Experienced Subjects Who Were Previously 
Rerandomized/Assigned to Receive Booster Dose(s), and Received -2n 
Additional Booster Dose of BNT162b2 (30 pwg) as Part of Protocoi 
Amendment 19 — Booster Safety Population 


Previous Booster Vaccine Group (as Administered) 


BNT162b2 BNT162b2sa BNT162b2 BNT16202 BNT162b2sa 
(30 pg) (30 pg) (5 pg) (10s%g) (30 pg, 2 Doses) 
(N?=182) (N?=196) (N?=33) (M4=38) (N?=15) 
Adverse Event n> (%) n> (%) n> (%) AP (%) n> (%) 
Any adverse event 17 (9.3) 17 (8.7) 0 1 (2.6) 1 (6.7) 
Related* 14 (7.7) 16 (8.2) 0 1 (2.6) 0 
Severe 0 0 0 0 0 
Life-threatening 0 0 0 0 0 
Any serious adverse event 0 1 (0.5) 0 0 0 
Related* 0 0 0 0 0 
Severe 0 0 0 0 0 
Life-threatening 0 6 0 0 0 
Any nonserious adverse event 17 (9.3) 1N8.7) 0 1 (2.6) 1 (6.7) 
Related* 14 (7.7) 16 (8.2) 0 1 (2.6) 0 
Severe 0 0 0 0 0 
Life-threatening 0 0 0 0 0 
Any adverse event leading to 0 0 0 0 0 
withdrawal 
Related® 0 0 0 0 0 
Severe 0 0 0 0 0 
Life-threatening 0 0 0 0 0 
Death 0 0 0 0 0 


a. N=number of subjests in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 
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5.3.2.2.4.2. Analysis of Adverse Events 
5.3.2.2.4.2.1. Adverse Events by System Organ Class and Preferred Term 


AEs reported from the administration of the additional booster Dose to 1 month after the < 
additional booster dose by SOC and preferred term for the vaccine groups are presentediin 
Table 47. Of the AEs reported during this period, some were reactogenicity events. Most 
AEs were reported in the BNT162b2 (30 pg) and BNT162b2s, (30 pg) groups. AE 
frequencies by SOCs for both groups (BNT162b2 (30 ug) and BNT162b2s,a (30 }vg)) were: 


e general disorders and administration site conditions (13 [7.1%] and 14 [7 1%) 
e musculoskeletal and connective tissue disorders (5 [2.7%] and 4 ee Obs }) 


e nervous system disorders (1 [0.5%] and 4 [2.0%]) 


There were no AEs reported in the BNT162b2 (5 wg) group. There, were participants 
reporting AEs for both BNT162b2 (10 ug) and BNT162b2 (30 fg, 2 doses) groups. 
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Table 47. Number (%) of Subjects Reporting at Least 1 Adverse Event From the Additional Booster Dose to,INMonth After 
the Additional Booster Dose, by System Organ Class and Preferred Term — Phase 3 — BNT16262-Experienced 
Subjects Who Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received an Additional 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 — Booster Safety-Population 


Previous Vaccine Group (as Adniinistered) 


BNT162b2 BNT162b2sa BNIY62b2 BNT162b2 BNT162b2sa 
(30 pg) (30 pg) G pg) (10 pg) (30 pg, 2 Doses) 
(N?=182) (N?=196) (N*=33) (N*=38) (N*=15) 
System Organ Class m’(%) (95% CI) 0 (MH-A(95%EV) =P (95% CI) n> (%) (95% CI) 9 (%) (95% CI‘) 
Preferred Term (%) 
Any adverse event 17(9.3) (5.5, 14.5) #7 (8.7) (5.1, 13.5) 0 (0.0, 10.6) 1(2.6) (0.1, 13.8) 1(6.7) (0.2, 31.9) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 2 (1.1) (1,89) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Lymphadenopathy 2 (1.1) 0.1, 3.9) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
CARDIAC DISORDERS 0 (0.0, 2.0) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Atrial fibrillation 0 (0.0, 2.0) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
GENERAL DISORDERS AND ADMINISTBXMON 13(7.1) (3.9, 11.9) 14(7.1) (4.0, 11.7) 0 (0.0, 10.6) 1(2.6) (0.1, 13.8) 0 (0.0, 21.8) 
SITE CONDITIONS 
Injection site pain 9 (4.9) (2.3, 9.2) 8 (4.1) (1.8, 7.9) 0 (0.0, 10.6) 1(2.6) (0.1, 13.8) 0 (0.0, 21.8) 
Fatigue 4 (2.2) (0.6, 5.5) 5 (2.6) (0.8, 5.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Chills 2 (1.1) (0.1, 3.9) 2 (1.0) (0.1, 3.6) 0 (0.0, 10.6) 1(2.6) (0.1, 13.8) 0 (0.0, 21.8) 
Pyrexia 3 (1.6) (0.3, 4.7) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 1(2.6) (0.1, 13.8) 0 (0.0, 21.8) 
Pain 1 (0.5) (0.0, 3.0) 3 (1.5) (0.3, 4.4) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Asillary pain 0 (0.0, 2.0) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Injection site swelling 1 (0.5) (0.0, 3.0) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
INFECTIONS AND INFESTATIONS 1 (0.5) (0.0, 3.0) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Ear infection 1 (0.5) (0.0, 3.0) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
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Table 47. Number (%) of Subjects Reporting at Least 1 Adverse Event From the Additional Booster Dose to 1 Month After 
the Additional Booster Dose, by System Organ Class and Preferred Term — Phase 3 — BNT162b2-Experienced 
Subjects Who Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received an Additional 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 — Booster Safety Population 


Previous Vaccine Group (as Administered) 


BNT162b2 BNT162b2sa BNT162b2 BNT4{@b2 BNT162b2sa 
(30 pg) (30 pg) G6 pg) G0 pg) (30 pg, 2 Doses) 
(N*=182) (N?=196) (N?=33) (N*=38) (N*=15) 

System Organ Class n’(%) (95% CI) n> (%) (95% CI) nb (95% CHM n> (%) (95% CI) n° (%) (95% CI‘) 

Preferred Term (%) 
INJURY, POISONING AND PROCEDURAL 1 (0.5) (0.0, 3.0) 0 (V.QY¥.9) ) (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
COMPLICATIONS 

Corneal abrasion 1 (0.5) (0.0, 3.0) @ (Q0;1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
INVESTIGATIONS 1 (0.5) (0.0, 3.0) 1 (QNY (0.0, 2.8) 0 (0.0, 10.6) 0 (0.0,9.3) 1 (6.7) (0.2, 31.9) 

Blood cholesterol increased 1 (0.5) (0.0, 3.0) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 

Blood testosterone decreased 0 (0.0, XQ) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 1 (6.7) (0.2, 31.9) 

Body temperature increased 0 £0.0, 2.0) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
MUSCULOSKELETAL AND CONNECTIVE 5 (2%) (0.9, 6.3) 4 (2.0) (0.6, 5.1) 0 (0.0, 10.6) 1(2.6) (0.1, 13.8) 0 (0.0, 21.8) 
TISSUE DISORDERS 

Myalgia 3 (1.6) (0.3, 4.7) 3 (1.5) (0.3, 4.4) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 

Arthralgia 1 (0.5) (0.0, 3.0) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 1(2.6) (0.1, 13.8) 0 (0.0, 21.8) 

Back pain 1 (0.5) (0.0, 3.0) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 

Intervertebral disc protrusion 0 (0.0, 2.0) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 

Muscular weakness 0 (0.0, 2.0) 1 (0.5) (0.0, 2.8) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
NERVOUS SYSFEM DISORDERS 1 (0.5) (0.0, 3.0) 4 (2.0) (0.6, 5.1) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 

Headache 1 (0.5) (0.0, 3.0) 4 (2.0) (0.6, 5.1) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
SKEN)YAND SUBCUTANEOUS TISSUE 1 (0.5) (0.0, 3.0) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
DESORDERS 

Erythema 1 (0.5) (0.0, 3.0) 0 (0.0, 1.9) 0 (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
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Table 47. Number (%) of Subjects Reporting at Least 1 Adverse Event From the Additional Booster Dose to 1 Month After 
the Additional Booster Dose, by System Organ Class and Preferred Term — Phase 3 — BNT162b2-Experienced 
Subjects Who Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received an Additional 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 — Booster Safety Population 


Previous Vaccine Group (as Administered) 


BNT162b2 BNT162b2sa BNT162b2 BNTt{@b2 BNT162b2sa 
(30 pg) (30 pg) G6 pg) G0 pg) (30 pg, 2 Doses) 
(N*=182) (N*=196) (N*=33) (N*=38) (N*=15) 
System Organ Class n’(%) (95% CI) nP(%) (95% CI) n> (95% CHL w9(%) (95% CI) n° (%) = (95% CI) 
Preferred Term (%) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage €alculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. Foxarty adveise event," n = number of subjects reporting at least 1 occurrence of any adverse 
event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Dataaadae Table Generation: OOMAY2023 (03:03) 
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5.3.2.2.4.2.2. Related Adverse Events by System Organ Class and Preferred Term 
Related AEs were reported in the BNT162b2 (30 ug), BNT162b2s, (30 pg), and 
BNT162b2sa (10 wg) groups (Supplemental Table 14.126). 


In the BNT162b2 (30 ug) and BNT162b2s, (30 ug) groups, most related AEs reported@were 
reactogenicity-type events and generally included injection site pain, pyrexia, heada¢hie, 
fatigue, myalgia, and chills. 


There were no related AEs reported in the BNT162b2 (5 wg) and BNT162b2s% (30 pg, 2 
doses) groups. There was 1 participant reported related AE in the BNT162b2 (10 ug) group. 
5.3.2.2.4.2.3. Immediate Adverse Events 

There were no participants in any of the groups who reported any.ifimediate AEs after the 
additional booster dose of BNT162b2 (30 pg) (Appendix 16.2.7"1). 

5.3.2.2.4.2.4. Severe or Life-Threatening Adverse Events 

There were no participants in any of the groups who reported any severe or life-threatening 
AEs after the additional booster dose of BNT162b2 (3@ tug). 

5.3.2.2.4.3. Deaths, Serious Adverse Events; Safety-Related Participant Withdrawals, 
and Other Significant Adverse Events 

5.3.2.2.4.3.1. Deaths 

There were no deaths reported in participants after the additional booster dose of BNT162b2 
(30 ug) (Appendix 16.2.7.6.1). 

5.3.2.2.4.3.2. Serious Adverse Events 

From the additional booster dese to 1 month after the booster dose, | participant (0.5%) 
reported an SAE in the BNT%62b2s, (30 ug) group that was assessed by the investigator as 
not related to study intervention (Supplemental Table 14.127 and Appendix 16.2.7.7.1). 
5.3.2.2.4.3.3. Discontinuations From Study Due to Adverse Events 

No participants is, the BNT162b2 were withdrawn due to AEs after the additional booster 
dose of BNT162b2 (30 ug) (Appendix 16.2.1.1). 

5.3.2.2.4.3.4. Pregnancy 

Refer te Appendix 16.2.7.8 for participants reporting pregnancy after Dose 1. 


5.3.2.3. Phase 2/3 Safety Conclusions 
@ BNT162b2 was safe and well tolerated. 


e Local reactions and systemic events in BNT162b2-experienced participants who received 
a lower booster dose of BNT162b2 (5 or 10 ug) were predominantly mild to moderate, 
well-tolerated, and short-lived (median duration of 1.0 to 4.0 days). Reactogenicity was 
generally lower after the booster dose of BNT162b2 5 ug than after the booster dose of 


PFIZER CONFIDENTIAL 


Page 174 


090177e1 9e2bb2ae\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


BNT162b2 10 ug. For the booster dose of BNT162b2 (5 or 10 pg), the frequency of 
participants with any AE or SAE was low (<12.0% and <1.9%, respectively). 


e The frequency of participants with any AE after booster dose(s) of BNT162b2 (30 pg} 
was low with most participants reporting mild, reactogenicity-type events. In Phasex2/3 
participants 12 through 15 and =16 years of age, the frequency of participants with any 
AE from Dose 3 to 1 month after Dose 3 was <18.5%. For all vaccine groups ui which 
participants received an additional booster dose (Dose 4 or Dose 5), the frequency of 
participants with any AE from the additional booster dose to 1 month afterthe additional 
booster dose was <9.3%. 


e The frequency of participants with any SAEs after the first 2 doses 6f BNT162b2, and the 
booster dose(s) of BNT162b2, was low (<1.9%). One death and 4AE leading to 
withdrawal was reported and assessed by the investigator as not related to study 
intervention. 


6. CONCLUSIONS 


Data previously presented from this clinical study showed that the primary 2 dose series of 
BNT162b2 30 ug was highly effective against symptématic COVID-19, including cases that 
were severe and/or resulted in hospitalization,rigoto the emergence of the Omicron variant. 
Additional efficacy data presented in this GSR show that BNT162b2 30 ug likely also 
provides some protection against asymptomatic SARS-CoV-2 infection in an analysis 
conducted prior to the emergence of Omicron. In addition, the cumulative incidence of 
confirmed COVID-19 cases increas¢d as faultiple SARS-CoV-2 variants circulated, most 
notably following the emergence of Omicron. This resulted in the development and 
implementation of variant-adapted_yaccines: bivalent vaccines targeting the original/wild 
type strain and Omicron BA.1 or #A.4/BA.5, and most recently monovalent XBB.1.5. 


Overall immunogenicity respenses were similar for lower booster doses (Dose 3) of 
BNT162b2 (5 or 10 ug) inthe BNT162b2 5- and 10-ug groups, and SARS-CoV-2 
neutralizing GMTs substantially increased at 1 month after the lower booster dose. In 
addition, administration of lower booster dose of BNT162b2 (5 or 10 ug) was safe and 
tolerable. 


The primary 2<fose series for BNT162b1 and BNT162b2 at doses of 10, 20, and 30 ug was 
safe and tolerable. Administration of booster dose(s) (Dose 3, 4, or 5) of BNT162b2 30 pg to 
participants’who had completed the 2-dose series shows continued safety and tolerability 
with mest AEs consistent with reactogenicity-type events, and no new safety concerns. 
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14. TABLES AND FIGURES REFERRED TO BUT NOT INCLUDED IN THE TEXT 
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SUPPLEMENTAL TABLES 
Conduct of Study 


14.1. Important Protocol Deviations After the First Booster Dose — Phase 1 — Subjects 
Who Received the First Booster Dose of BNT162b2 (30 pg) — Booster Safety, 


Population 


Protocol Deviation Category 
Subcategory 


Concomitant Medications 

Receipt of any other nonstudy 
coronavirus vaccine at any time prior to or 
during the study. 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10npg 20ng 30pnpg 100npg 1098 20ng 30g Placebo 


(N*=21) (N*%=24) (N*%=24) (N*%=9) (N3=22) (N*=23) (N*=24) (N*=28) 
n(%) n° (%) mn (%) n(%) On? (%) mP(%) (%) n> (%) 


6 (28.6) 5(20.8) 833.388 0 29.1) 1(43) 4(16.7) 5(17.9) 
6 (28.6) 5(20.8) 8338) 0 2(9.1) 1(43) 4(16.7) 5(17.9) 


Note: A subject with multiple deviations is counted onlysence dx-each of the specified categories and subcategories. 
a. This value is the denominator for the percentage*¢alculations. 

b. n=Number of subjects with the specified characteristic. 

PFIZER CONFIDENTIAL SDTM Creation: 283APR2023 (18:10) Source Data: addv Table Generation: 19MAY2023 
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14.2. Important Protocol Deviations After the Additional Booster Dose — Phase 1 — 
Subjects Who Received the Additional Booster Dose of BNT162b2 (30 pg) as Part.ef 
Protocol Amendment 19 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT16262 (30 ng) 


{N*=80) 
Protocol Deviation Category n> (%) 
Subcategory 
Concomitant Medications 5 (6.3) 
Receipt of any other nonstudy coronavirus vaccine at any time prior to or during 5 (6.3) 
the study. 


Note: A subject with multiple deviations is counted only once in each of the specified categories and subcategories. 
a. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 

PFIZER CONFIDENTIAL SDTM Creation: 28APR2023 (18:10) SourgeWata: addv Table Generation: OSMAY2023 
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14.3. Demographic Characteristics — Phase 1 — Subjects Who Received the Additionat 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 G9 ng) 


(N*Z80) 
w(%) 
Sex 
Male 34 (42.5) 
Female 46 (57.5) 
Race 
White 70 (87.5) 
Black or African American 2 (2.5) 
Asian 8 (10.0) 
Ethnicity 
Hispanic/Latino 1 (1.3) 
Non-Hispanic/non-Latino 78 (97.5) 
Not reported 1 (1.3) 
Country 
USA 80 (100.0) 
Age at the additional booster dose of BNT162b2:@0 jug) (years) 
Mean (SD) 54.7 (17.77) 
Median 54.5 
Min, max (23, 83) 


a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 
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14.4. Nonstudy Vaccines Received After the First Booster Dose — Phase 1 — Subjects 
Who Received the First Booster Dose of BNT162b2 (30 pg) — Booster Safety 


Initial Vaccine Group (as Administered) 


Population 
BNT162b1 

Vaccine? 10 pg 20 pg 30pg 100p¢g 

Preferred Term (N*=21) (N#=24) (N*=24) (N=9) 

ne(%) =n (%) n° (%) n° (%) 

Any nonstudy vaccine 7 (33.3) 5(20.8) 9(37.5) 1(11.1) 
COVID-19 VACCINE 1 (4.8) 0 1 (4.2) 0 
ELASOMERAN 2 (9.5) 1 (4.2) 2 (8.3) 0 
HEPATITIS B VACCINE 0 0 0 0 
INFLUENZA VACCINE 0 0 0 1,€N.1) 
PNEUMOCOCCAL VACCINE 0 0 0 0 
TETANUS VACCINE 1 (4.8) 0 0 0 
TETANUS VACCINE TOXOID 1 (4.8) 0 6 0 
TOZINAMERAN 3 (14.3) 467) 520.8) 0 
VARICELLA ZOSTER VACCINE 0 b.2). 1 (4.2) 0 
VARICELLA ZOSTER VACCINE 0 0 0 0 
RGE (CHO) 


Note: WHODDG B3 v202203 coding dictionary, applied. 


a. N=number of subjects in the specified gréip. This value is the denominator for the percentage calculations. 


b. Subjects are counted only once for eachpreferred term. 
c. n= Number of subjects with the specified characteristic. 


BNT162b2 
10 pg 20 ne 30 pg 
(N*=22) (N2=23) (N*=24) 
n°(%) m(%) n° (%) 
6 (273) 4(17.4) 5 (20.8) 
sy) 0 1 (4.2) 
0 0 2 (8.3) 
0 1 (4.3) 0 
4(18.2) 1(4.3) 1 (4.2) 
0 0 1 (4.2) 
0 0 1 (4.2) 
0 0 0 
2(9.1) 1(43) 1(4.2) 
1(4.5) 1 (4.3) 0 
0 1 (4.3) 0 


Placebo 
(N?=28) 
n° (%) 


8 (28.6) 
1 (3.6) 
1 (3.6) 
0 
4 (14.3) 
0 
0 
0 
3 (10.7) 
0 
0 
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14.5. Nonstudy Vaccines Received After the Additional Booster Dose — Phase 1 — 
Subjects Who Received the Additional Booster Dose of BNT162b2 (30 pg) as Part.ef 
Protocol Amendment 19 — Booster Safety Population 


Vaccine Group (as 
Administered) 


BNT162b2 (30 pg) 


(N*=80) 

Vaccine? nt (%) 
Preferred Term 

Any nonstudy vaccine 10 (12.5) 
BNT162B2;BNT162B2 OMI BA.4-5 3 (3.8) 
DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE 1 (1.3) 
ACELLULAR;TETANUS VACCINE TOXOID 
INFLUENZA VACCINE 6 (7.5) 
PNEUMOCOCCAL VACCINE 1 (1.3) 
TOZINAMERAN 3 (3.8) 
VARICELLA ZOSTER VACCINE 1 (1.3) 


Note: WHODDG B3 v202203 coding dictionary appligd. 
a. N=number of subjects in the specified group.-Niis vale is the denominator for the percentage calculations. 

b. Subjects are counted only once for each preferred tetm. 

c. n= Number of subjects with the specified éharactefistic. 
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14.6. Disposition of All Randomized Subjects — Phase 3 — BNT162b2-Experienced 
Subjects Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower 


Dose) 


Rerandomized 
Did not receive booster vaccination 
Vaccinated 


Booster vaccination 


Completed booster vaccination period® 
Completed 6-month post—booster visit 


Withdrawn from the study 


Withdrawn after booster vaccination and before 1-morth’ post 
booster visit 


Withdrawn after 1-month and before 6-month pos™booster 
visit 
Withdrawn after 6-month post—booster visit 
Reason for withdrawal 
No longer meets eligibility criteria 
Withdrawal by subject 
Protocol deviation 
Lost to follow-up 
Other 


Vaccine Group (as Randomized) 


BNT162b2 (5 pg) 


18-55 Years 


(N*=26) 
n? (%) 


26 (100.0) 
0 

26 (100.0) 

26 (100.05 

26 (108°0) 

26£200.0) 

9 (34.6) 

0 


9 (34.6) 


5 (19.2) 
3 (11.5) 
1 (3.8) 
0 
0 


>55 Years 
(N?#=53) 
n> (%) 


53. (090.0) 
0 

33 (100.0) 

53 (100.0) 

53 (100.0) 

§2 (98.1) 

25 (47.2) 
0 


1 (1.9) 
24 (45.3) 


12 (22.6) 
8 (15.1) 
2 (3.8) 
1 (1.9) 
2 (3.8) 


BNT62b2 (10 pg) 


1§-55 Years 
(N#=25) 
n> (%) 


25 (100.0) 
0 

25 (100.0) 

25 (100.0) 


25 (100.0) 
25 (100.0) 
9 (36.0) 
0 


9 (36.0) 


5 (20.0) 
4 (16.0) 
0 
0 
0 


>55 Years 
(N*=51) 
n> (%) 


51 (100.0) 
0 

51 (100.0) 

51 (100.0) 

51 (100.0) 

50 (98.0) 

24 (47.1) 
0 


1 (2.0) 
23 (45.1) 


14 (27.5) 
8 (15.7) 
2 (3.9) 
0 
0 


a. N=number of randomizegsubjects in the specified group. This value is the denominator for the percentage 


calculations. 
b. n=Number of subjects4with the specified characteristic. 


c. Booster vaccination@eriod: from booster vaccination to the 1-month follow-up visit after the booster vaccination. 
PFIZER CONFIDENXIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adds Table Generation: 29JUN2023 


(06:32) 


(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adds_s002_¢4 6m 


PFIZER CONFIDENTIAL 


Page 183 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.7. Important Protocol Deviations After Booster Dose — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population 


Vaccine<Group (as 
Administered) 


BNT162b2 (30 pg) 


12-15 >16 Years 
Years (N*=22470) 


(N*=825) 
Protocol Deviation Category n> (%) n> (%) 
Subcategory 

Concomitant Medications 21 (2.5) = 2538 (11.3) 
Receipt of any other nonstudy coronavirus vaccine at any time prior to-drduring the study. 21(2.5) 2486 (11.1) 
Receipt of blood/plasma products or immunoglobulins within 60 daySdefore enrollment 0 24 (0.1) 

through conclusion of the study. 

Subject received chronic systemic treatment with known@mmuapgsuppressant medication, 0 41 (0.2) 
or radiotherapy, within 60 days before enrollment through @oncliiston of the study. 

Subject received systemic corticosteroids (>=20mg/day ofprednisone or equivalent) for 0 1 (0.0) 
>=14 days is prohibited from 28 days prior to enrollment toSpecified visits/cohorts per 

protocol. 

Inclusion/Exclusion 0 5 (0.0) 
Participant met exclusion criterion #11 (womef who are pregnant or breastfeeding) 0 2 (0.0) 
Participant met exclusion criterion #12 (pre@ious vaccination of any coronavirus vaccine). 0 2 (0.0) 
Participant met exclusion criterion #16 @articipation in other studies involving study 0 1 (0.0) 

intervention within 28 days prior to studycetitry and/or during study participation) 

Investigational Product 2 (0.2) 30 (0.1) 
Dosing/administration error, subject did not receive correct dose of vaccine 0 1 (0.0) 
IP administered that was deefed not suitable for use by Almac 2 (0.2) 28 (0.1) 
Subject was vaccinated déspite being ineligible 0 1 (0.0) 

Laboratory 0 2 (0.0) 
Nasal swab can't be analyzed due to incorrect shipping procedure 0 2 (0.0) 


Note: A subject witlmultiple deviations is counted only once in each of the specified categories and subcategories. 
a. This value isthe denominator for the percentage calculations. 

b. n=Numbét of subjects with the specified characteristic. 

PFIZER C@NFIDENTIAL SDTM Creation: 28APR2023 (18:10) Source Data: addv Table Generation: 19MAY2023 
(02:51) 

(Database Snapshot Date: 283APR2023) Output File: ./nda2_unblinded/C4591001_CSR/addv_s014_p23_d3 


PFIZER CONFIDENTIAL 


Page 184 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.8. Important Protocol Deviations After Booster Dose — Phase 3 —- BNT162b2-Naivé 
Subjects Assigned to Receive BNT162b2sa Who Received Booster Dose of BNT162b62 
(30 pg) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT16262 (30 1g) 


CN*=236) 
Protocol Deviation Category n> (%) 
Subcategory 
Concomitant Medications 1 (0.4) 
Receipt of any other nonstudy coronavirus vaccine at any time prior to or during 1 (0.4) 
the study. 


Note: A subject with multiple deviations is counted only once in each of the specified categories and subcategories. 
a. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 
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14.9. Important Protocol Deviations — Phase 3 —- BNT162b2-Experienced Subjects 


Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) 


Protocol Deviation Category/Subcategory 


CONCOMITANT MEDICATIONS 


Receipt of any other nonstudy coronavirus vaccine at any time prior to or 


during the study. 
INCLUSION/EXCLUSION 


Participant failed to meet inclusion criterion #05 (Boostability subset only: 
Participants who provided a serum sample at Visit 3, with Vé@sit 3 o¢etrring within 


the protocol-specified window) 


VISIT SCHEDULE 


Visit 301 was conducted outside of the protocol@pecifred window 


Vaccine Group (as Randeimized) 


BNT162b2 (5 ng) BNT162b2 (10 
ng) 


18-55 >55 18-55 >55 
Years ears Years Years 
(N?=26) @N#=53) (N#=25) (N?=51) 

n>(%Y\ nb(%) n> (%) nP (%) 


5419.2) 15 5 (20.0) 15 


(28.3) (29.4) 

5(19.2) 15 5(20.0) 15 
(28.3) (29.4) 

0 1 (1.9) 0 0 

0 1 (1.9) 0 0 

0 1 (1.9) 0 0 

0 1 (1.9) 0 0 


Note: A subject with multiple deviations is cousfted on}¥vonce in each of the specified categories and subcategories. 
a. These values are the denominators for thé percéstage calculations. 
b. n=Number of subjects with the specified characteristic. 
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14.10. Important Protocol Deviations After the Additional Booster Dose — Phase 3 — 
BNT162b2-Experienced Subjects Who Were Previously Rerandomized/Assigned te 

Receive Booster Dose(s), and Received an Additional Booster Dose of BNT162b2\30 
pg) as Part of Protocol Amendment 19 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2) BNT162b2sa BNT162b2 BNT16202 BNT162b2sa 


(30 pg) (30 pg) ( pg) (itarg) (30 pg, 2 Doses) 
(N*=182) (N*=196) (N*=33) (N2=38) (N?=15) 
Protocol Deviation Category n? (%) n’ (%) n?’ (%) n? (%) n’ (%) 
Subcategory 
Concomitant Medications 2 (1.1) 3 (1.5) 0 0 0 
Receipt of any other nonstudy 2 (1.1) 3 (1.5) 0 0) 0 
coronavirus vaccine at any time prior to or 
during the study. 


Note: A subject with multiple deviations is counted only once in each of ihe specified categories and subcategories. 
a. This value is the denominator for the percentage calculatians. 

b. n=Number of subjects with the specified characteristié 
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14.11. Demographic Characteristics — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 


Population 


Sex 
Male 
Female 


Race 
White 
Black or African American 
American Indian or Alaska Native 
Asian 
Native Hawaiian or other Pacific Islander 
Multiracial 
Not reported 

Racial designation 
Japanese 

Ethnicity 
Hispanic/Latino 
Non-Hispanic/non-Latino 
Not reported 


Country 
Argentina 
Brazil 
Germany 
South Africa 
Turkey 
USA 
Age group fet booster vaccination) 
12-15 ears 
16-59’ Years 
255 Years 
“ge at booster vaccination (years) 
Mean (SD) 
Median 
Min, max 
Body mass index (BMI) 
Underweight (<18.5 kg/m’) 


Vaccine Group (as Administered) 


BNT162b2 (30 ng) 


12-15 Years 216 Years Total 
(N?=825) (N*=22568) (N#=23393) 

n> (%) n> (% n> (%) 
407 (49.3) 11328 (50.2) 11735 (50.2) 
418 (50.7) 11240 (49.8) 11658 (49.8) 
689 (8325 18905 (83.8) 19594 (83.8) 

38446) 2020 (9.0) 2058 (8.8) 

34(0.4) 164 (0.7) 167 (0.7) 

62 (7.5) 815 B.6) 877 (3.7) 

1 (0.1) 32 (0.1) 33 (0.1) 

26 (3.2) 554 (2.5) 580 (2.5) 

6 (0.7) 78 (0.3) 84 (0.4) 

3 (0.4) 72 (0.3) 75 (0.3) 
89 (10.8) 7507 (33.3) 7596 (32.5) 
734 (89.0) 14979 (66.4) 15713 (67.2) 

2 (0.2) 82 (0.4) 84 (0.4) 

0 5195 (23.0) 5195 (22.2) 
0 1329 (5.9) 1329 (5.7) 
0 336 (1.5) 336 (1.4) 
0 325 (1.4) 325 (1.4) 
0 244 (1.1) 244 (1.0) 
825 (100.0) 15139 (67.1) 15964 (68.2) 
825 (100.0) 0 825 (3.5) 
0 12902 (57.2) 12902 (55.2) 
0 9666 (42.8) 9666 (41.3) 
14.1 (0.80) 50.1 (16.60) 48.8 (17.60) 
14.0 52.0 51.0 
(13, 15) (16, 92) (13, 92) 
361 (1.6) 361 (1.5) 
PFIZER CONFIDENTIAL 


Page 188 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.11. Demographic Characteristics — Phase 2/3 — Subjects Who Received Booster 
Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years Total 
(N*=825) (N*=22568) (N*=23393) 
n? (%) n? (%) n? (%) 
Normal weight (=18.5-24.9 kg/m?) 6765 (3640) 6765 (28.9) 
Overweight (>25.0-29.9 kg/m?) 7739¢34.3) 7739 (33.1) 
Obese (>30.0 kg/m?) 7696 (34.1) 7696 (32.9) 
Missing 7 (0.0) 7 (0.0) 
Body mass index (BMI) 12-15 years of age/obese® 
Yes 100 (12.1) 100 (0.4) 
No 725 (829) 725 (3.1) 


Note: Human immunodeficiency virus (HIV)-positive subjects are inclatted in this summary but analyzed and reported 
separately. 

a. N=number of subjects in the specified group. This value isthe denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 

c. Obese is defined as BMI >95" percentile from thé yrowtfrchart. The obese status is based on data collected at Visit 1. 
Refer to the CDC growth charts at https://www.cdeguv/grewthcharts/html_charts/bmiagerev.htm. 
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14.12. Demographic Characteristics — Phase 2/3 — HIV-Positive Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pgy 


216 Years 
(N?=938) 
n? &%) 
Sex 
Male 61 (62.2) 
Female 37 (37.8) 
Race 
White 36 (36.7) 
Black or African American 58 (59.2) 
American Indian or Alaska Native 1 (1.0) 
Asian 1 (1.0) 
Multiracial 2 (2.0) 
Ethnicity 
Hispanic/Latino 18 (18.4) 
Non-Hispanic/non-Latino 80 (81.6) 
Country 
Argentina 4 (4.1) 
Brazil 2 (2.0) 
South Africa 32 (32.7) 
Turkey 4 (4.1) 
USA 56 (57.1) 
Age group (at booster vaccinatten) 
16-55 Years 68 (69.4) 
>55 Years 30 (30.6) 
Age at booster vacciiation (years) 
Mean (SD) 49.7 (11.22) 
Median 49.5 
Min, maX& (27, 76) 
Body mass index (BMI) 
Underweight (<18.5 kg/m’) 2 (2.0) 
Normal weight (>18.5-24.9 kg/m?) 26 (26.5) 
Overweight (>25.0-29.9 kg/m’) 33 (33.7) 
Obese (>30.0 kg/m?) 37 (37.8) 


a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified characteristic. 
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14.13. Demographic Characteristics — Phase 3 — BNT162b2-Naive Subjects Assigned-to 
Receive BNT162b2sa Who Received Booster Dose of BNT162b2 (30 pg) — Booster 
Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg} 


(N*=242) 
n? (%) 
Sex 
Male 023 (50.8) 
Female 119 (49.2) 
Race 
White 184 (76.0) 
Black or African American 34 (14.0) 
Asian 19 (7.9) 
Multiracial 4 (1.7) 
Not reported 1 (0.4) 
Racial designation 
Japanese 1 (0.4) 
Ethnicity 
Hispanic/Latino 30 (12.4) 
Non-Hispanic/non-Latino 211 (87.2) 
Not reported 1 (0.4) 
Country 
USA 242 (100.0) 
Age at booster vaccination (years) 
Mean (SD) 37.3 (10.60) 
Median 38.0 
Min, max (18, 56) 
Body mass index (BMI) 
Underweight (<18.5\kg/m7) 2 (0.8) 
Normal weight (2f8.5-24.9 kg/m?) 83 (34.3) 
Overweight (223.0-29.9 kg/m?) 85 (35.1) 
Obese (230.0 kg/m?) 72 (29.8) 


Note: HIW=positive subjects are included in this summary but not included in the analyses of the overall study objectives. 

a. Ne=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. | b= Number of subjects with the specified characteristic. 
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14.14. Demographic Characteristics — Phase 3 — BNT162b2-Experienced Subjects Who 
Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster 
Safety Population 


Vaccine Group (as Administered) 
BNT162b2 (5 pg) BNT162b2 (10 pg) 


18-55 Years >55 Years 18-55(Years >55 Years 


(N?=26) (N?=53) (N2=25) (N*=51) 
n> (%) n’ (%) n? (%) n? (%) 
Sex 
Male 13 (50.0) 30 (56.65 16 (64.0) 21 (41.2) 
Female 13 (50.0) 23 (43.4) 9 (36.0) 30 (58.8) 
Race 
White 16 (61.5) 40 (75.5) 17 (68.0) 39 (76.5) 
Black or African American 3 (11.5) 3 (5.7) 3 (12.0) 2 (3.9) 
Asian 415.4) 10 (18.9) 4 (16.0) 7 (13.7) 
Native Hawaiian or other Pacific Islander 1 BS) 0 1 (4.0) 0 
Multiracial 2°(@°7) 0 0 2 (3.9) 
Not reported 0 0 0 1 (2.0) 
Racial designation 
Japanese 0 1 (1.9) 0 3 (5.9) 
Ethnicity 
Hispanic/Latino 6 (23.1) 4 (7.5) 3 (12.0) 4 (7.8) 
Non-Hispanic/non-Latino 20 (76.9) 49 (92.5) 22 (88.0) 47 (92.2) 
Country 
USA 26 (100.0) 53 (100.0) 25 (100.0) 51 (100.0) 
Age at booster vaccination (years) 
Mean (SD) 40.2 (8.63) 64.5 (6.16) 40.8 (10.98) 64.0 (5.80) 
Median 40.0 63.0 44.0 63.0 
Min, max (25, 55) (56, 83) (19, 55) (56, 79) 
Body mass index (BMI) 
Underweight (<¥8.5 kg/m’) 0 0 0 1 (2.0) 
Normal weight (>18.5-24.9 kg/m?) 8 (30.8) 12 (22.6) 9 (36.0) 19 (37.3) 
Overweignt (>25.0-29.9 kg/m’) 10 (38.5) 26 (49.1) 6 (24.0) 19 (37.3) 


Obese&30.0 kg/m?) 8 (30.8) 15 (28.3) 10 (40.0) 12 (23.5) 


a. « N= number of subjects in the specified group. This value is the denominator for the percentage calculations. 

bsS* n= Number of subjects with the specified characteristic. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adsl Table Generation: 28JUN2023 
(00:21) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adsl_s005_g4 6m_saf 


PFIZER CONFIDENTIAL 


Page 192 


0901 77e1 9e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.15. Demographic Characteristics — Subjects Without Evidence of Infection Prior te 
the Start of the Asymptomatic Surveillance Period — Evaluable Efficacy 
(Asymptomatic Surveillance) Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo Total 
(N?=2092) (N?=1829) (N?=3921) 
n> (%) n> (%) n? (%) 
Sex 
Male 1118 (53.4) 978 (53.5) 2096 (53.5) 
Female 974 (46.6) 851 (46.5) 1825 (46.5) 
Race 
White 1926 (92.1) 1666 (91.1) 3592 (91.6) 
Black or African American 69 (3.3) 66 (3.6) 135 (3.4) 
American Indian or Alaska Native 10 (0.5) 2 (0.1) 12 (0.3) 
Asian 57 (2@) 60 (3.3) 117 (3.0) 
Native Hawaiian or other Pacific Islander 240°1) 0 2 (0.1) 
Multiracial 22 (1.1) 25 (1.4) 47 (1.2) 
Not reported 6 (0.3) 10 (0.5) 16 (0.4) 
All others® 97 (4.6) 97 (5.3) 194 (4.9) 
Ethnicity 
Hispanic/Latino 1102 (52.7) 1053 (57.6) 2155 (55.0) 
Non-Hispanic/non-Latino 988 (47.2) 774 (42.3) 1762 (44.9) 
Not reported 2 (0.1) 2 (0.1) 4 (0.1) 
Country 
Argentina 912 (43.6) 916 (50.1) 1828 (46.6) 
USA 1180 (56.4) 913 (49.9) 2093 (53.4) 
Age group (years) 
12 to 15 717 (34.3) 658 (36.0) 1375 (35.1) 
16 to 55 1140 (54.5) 991 (54.2) 2131 (54.3) 
>55 235 (11.2) 180 (9.8) 415 (10.6) 
265 52 (2.5) 2 (0.1) 54 (1.4) 
16 to 17 53 (2.5) 35 (1.9) 88 (2.2) 
16 to 25 223 (10.7) 173 (9.5) 396 (10.1) 
16 to 64 1323 (63.2) 1169 (63.9) 2492 (63.6) 
18 to 64 1270 (60.7) 1134 (62.0) 2404 (61.3) 
55 1054 216 (10.3) 205 (11.2) 421 (10.7) 
65-to 74 43 (2.1) 2 (0.1) 45 (1.1) 
275 9 (0.4) 0 9 (0.2) 
75 to 85 9 (0.4) 0 9 (0.2) 
Age at vaccination (years) 
Mean (SD) 32.0 (17.42) 31.2 (16.65) 31.6 (17.07) 
Median 30.0 30.0 30.0 
Min, max (12, 82) (12, 72) (12, 82) 
PFIZER CONFIDENTIAL 


Page 193 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
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14.15. Demographic Characteristics — Subjects Without Evidence of Infection Prior to 
the Start of the Asymptomatic Surveillance Period — Evaluable Efficacy 
(Asymptomatic Surveillance) Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 ng) Placebo Total 
(N#=2092) (N*=1829) (N*=3921) 
n? (%) n> (%) n> (%) 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoproteingbinding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2. 

Note: Subjects who had no serological or virological evidence of past SARS-CoV-2 infection‘@.e, negative N-binding 
antibody [serum] result at Visits 1 and 201, SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2, and 
negative NAAT [nasal swab] result at any unscheduled visits) prior to the start of the asyiiptomatic surveillance period 
were included in the analysis. 

a. N=number of subjects in the specified group. This value is the denominator foiythe percentage calculations. 

b. n=Number of subjects with the specified characteristic. 

c. All others = American Indian or Alaska Native, Asian, Native Hawaiian giother Pacific Islander, multiracial, and not 
reported race categories. 
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14.16. Demographic Characteristics — Subjects Without Evidence of Infection Prior te 
the First Post—-Dose 2 N-Binding Test — Evaluable Efficacy (Seroconversion) 
Population 


Vaccine Group (as Randomized) 
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Sex 
Male 
Female 


Race 
White 
Black or African American 
American Indian or Alaska Native 
Asian 
Native Hawaiian or other Pacific Islander 
Multiracial 
Not reported 
All others® 


Racial Designation 
Japanese 

Ethnicity 
Hispanic/Latino 
Non-Hispanic/non-Latino 
Not reported 


Country 
Argentina 
Brazil 
Germany 
South Africa 
Turkey 
USA 

Age group (years) 

12 to 15 
16 to 5S 
>55 
ap) 
16 to 17 
16 to 25 
16 to 64 
18 to 64 
55 to 64 
65 to 74 
275 


10697 (51.3) 
10175 (48.7) 


17314 (83.0) 
1733 (8.3) 
198 (0.9) 
955 (4.63 

50, (02 
5442.6) 
75 (0.4) 
1825 (8.7) 


81 (0.4) 


5184 (24.8) 
15618 (74.8) 
70 (0.3) 


2592 (12.4) 
1313 (6.3) 
236 (1.1) 
291 (1.4) 
228 (1.1) 

16212 (77.7) 


1050 (5.0) 
11575 (55.5) 
8247 (39.5) 
4221 (20.2) 

347 (1.7) 

1639 (7.9) 
15601 (74.7) 
15254 (73.1) 
4455 (21.3) 
3374 (16.2) 

847 (4.1) 
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1042°(50.4) 
16971 (49.6) 


17221 (83.2) 
1729 (8.4) 
177 (0.9) 
951 (4.6) 
28 (0.1) 
484 (2.3) 
102 (0.5) 
1742 (8.4) 


75 (0.4) 


5094 (24.6) 
15503 (74.9) 
95 (0.5) 


2558 (12.4) 
1288 (6.2) 
242 (1.2) 
273 (1.3) 
216 (1.0) 

16115 (77.9) 


1008 (4.9) 
11470 (55.4) 
8214 (39.7) 
4232 (20.5) 

328 (1.6) 

1618 (7.8) 
15452 (74.7) 
15124 (73.1) 
4385 (21.2) 
3390 (16.4) 

842 (4.1) 


BNT162b2 (30 pg) Placebo Total 
(N*=20872) (N*=20692) (N*=41564) 
n? (%) n? (%) n? (%) 


21118 (50.8) 
20446 (49.2) 


34535 (83.1) 
3462 (8.3) 
375 (0.9) 
1906 (4.6) 

78 (0.2) 
1031 (2.5) 
177 (0.4) 
3567 (8.6) 


156 (0.4) 


10278 (24.7) 
31121 (74.9) 
165 (0.4) 


5150 (12.4) 
2601 (6.3) 
478 (1.2) 
564 (1.4) 
444 (1.1) 

32327 (77.8) 


2058 (5.0) 
23045 (55.4) 
16461 (39.6) 
8453 (20.3) 

675 (1.6) 

3257 (7.8) 
31053 (74.7) 
30378 (73.1) 
8840 (21.3) 
6764 (16.3) 

1689 (4.1) 
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14.16. Demographic Characteristics — Subjects Without Evidence of Infection Prior to 
the First Post—-Dose 2 N-Binding Test — Evaluable Efficacy (Seroconversion) 
Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 ng) Placebo Total 
(N*=20872) (N*=20692) (OF'=41564) 
n> (%) n’(%) n(%) 
75 to 85 842 (4.0) 836 (4.0) 1678 (4.0) 
>85 5 (0.0) 6 (0.0) 11 (0.0) 
Age at vaccination (years) 
Mean (SD) 48.2 (17.50) 48.27¢17.49) 48.2 (17.49) 
Median 50.0 50.0 50.0 
Min, max (12, 89) (12, 91) (12, 91) 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-Cg2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2. 

Note: Subjects who had no serological or virological evidence of past SARS-CoV-2 infection before Dose 2 (ie, negative 
N-binding antibody [serum] result at Visit 1 and SARS-CoV-2 not deteaysd by NAAT [nasal swab] at Visits 1 and 2) and 
had a negative NAAT (nasal swab) result at any unscheduled visit and Without any important protocol deviation prior to 
the first post-Dose 2 N-binding test result were included in the analysis. 

a. N=number of subjects in the specified group. This Value isthe denominator for the percentage calculations. 

b. n=Number of subjects with the specified charactenstic; 

c. All others = American Indian or Alaska Native.Asian,cNative Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 
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14.17. Demographic Characteristics — Phase 3 - BNT162b2-Experienced Subjects Who 
Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose3 
Booster Evaluable Immunogenicity Population 


Vaccine Group (as Randomized) 
BNT162b2 (5 pg) BNT162b2 (10 pg) 


18-55 Years >55 Years 18-55 (Years >55 Years 


(N*=26) (N?=51) (N24) (N?=50) 
n’ (%) n? (%) fn (%) n’ (%) 
Sex 
Male 13 (50.0) 29 (56.99 15 (62.5) 20 (40.0) 
Female 13 (50.0) 22 (43:1) 9 (37.5) 30 (60.0) 
Race 
White 16 (61.5) 38 (74.5) 16 (66.7) 38 (76.0) 
Black or African American 3 (11.5) 3 (5.9) 3 (12.5) 2 (4.0) 
Asian 4 61.4) 10 (19.6) 4 (16.7) 7 (14.0) 
Native Hawaiian or other Pacific Islander 1 (3.89 0 1 (4.2) 0 
Multiracial 2 77) 0 0 2 (4.0) 
Not reported 0 0 0 1 (2.0) 
Racial designation 
Japanese 0 1 (2.0) 0 3 (6.0) 
Ethnicity 
Hispanic/Latino 6 (23.1) 4 (7.8) 3 (12.5) 4 (8.0) 
Non-Hispanic/non-Latino 20 (76.9) 47 (92.2) 21 (87.5) 46 (92.0) 
Country 
USA 26 (100.0) 51 (100.0) 24 (100.0) 50 (100.0) 
Age at booster vaccination (years) 
Mean (SD) 40.2 (8.63) 64.5 (6.27) 40.3 (10.86) 64.0 (5.86) 
Median 40.0 63.0 42.0 62.5 
Min, max (25, 55) (56, 83) (19, 55) (56, 79) 
Body mass index (BMI) 
Underweight (<08.5 kg/m?) 0 0 0 1 (2.0) 
Normal weighit (=18.5-24.9 kg/m?) 8 (30.8) 11 (21.6) 9 (37.5) 18 (36.0) 
Overweight (>25.0-29.9 kg/m?) 10 (38.5) 25 (49.0) 6 (25.0) 19 (38.0) 
ObeseX>30.0 kg/m?) 8 (30.8) 15 (29.4) 9 (37.5) 12 (24.0) 


a. . N= number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b:;@n= Number of subjects with the specified characteristic. 
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14.18. Demographic Characteristics — Phase 3 - BNT162b2-Experienced Subjects Who 
Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose3 
Booster All-Available Immunogenicity Population 


Vaccine Group (as Randomized) 
BNT162b2 (5 pg) BNT16202 (10 pg) 


18-55 Years >55 Years 18-55 Years >55 Years 


(N*=26) (N*=53) (N2=25) (N?=51) 
n? (%) n’ (%) fi (%) n? (%) 
Sex 
Male 13 (50.0) 30 (56.6% 16 (64.0) 21 (41.2) 
Female 13 (50.0) 23 (43:4) 9 (36.0) 30 (58.8) 
Race 
White 16 (61.5) 40 (75.5) 17 (68.0) 39 (76.5) 
Black or African American 3 (11.5) 3 (5.7) 3 (12.0) 2 (3.9) 
Asian 4 615.4) 10 (18.9) 4 (16.0) 7 (13.7) 
Native Hawaiian or other Pacific Islander 1 (3.83 0 1 (4.0) 0 
Multiracial 27) 0 0 2 (3.9) 
Not reported 0 0 0 1 (2.0) 
Racial designation 
Japanese 0 1 (1.9) 0 3 (5.9) 
Ethnicity 
Hispanic/Latino 6 (23.1) 4 (7.5) 3 (12.0) 4 (7.8) 
Non-Hispanic/non-Latino 20 (76.9) 49 (92.5) 22 (88.0) 47 (92.2) 
Country 
USA 26 (100.0) 53 (100.0) 25 (100.0) 51 (100.0) 
Age at booster vaccination (years) 
Mean (SD) 40.2 (8.63) 64.5 (6.16) 40.8 (10.98) 64.0 (5.80) 
Median 40.0 63.0 44.0 63.0 
Min, max (25, 55) (56, 83) (19, 55) (56, 79) 
Body mass index (BMI) 
Underweight (<8.5 kg/m?) 0 0 0 1 (2.0) 
Normal weigiit (=18.5-24.9 kg/m?) 8 (30.8) 12 (22.6) 9 (36.0) 19 (37.3) 
Overweight (>25.0-29.9 kg/m?) 10 (38.5) 26 (49.1) 6 (24.0) 19 (37.3) 
ObeseX>30.0 kg/m?) 8 (30.8) 15 (28.3) 10 (40.0) 12 (23.5) 


a. . N= number of subjects in the specified group. This value is the denominator for the percentage calculations. 
b:;@n= Number of subjects with the specified characteristic. 
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14.19. Demographic Characteristics — Phase 3 - BNT162b2-Experienced Subjects Who 
Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received-an 
Additional Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 
Booster Safety Population 


Previous Booster Vaccine Group (as Administered) 
Vaccine Group (as Administered) 


BNT162b2) = BNT162b2saA BNT162b2 BN i\i62b2 BNT162b2sa 


(30 pg) (30 pg) G6 ng) (10 pg) (30 pg, 2 Doses) 
(N?=182) (N?=199) (N?=33) (N?=38) (N*=15) 
n? (%) n (%) n? (%) n> (%) n> (%) 
Sex 
Male 79 (43.4) 96 (48.2) 263.6) 17 (44.7) 11 (73.3) 
Female 103 (56.6) 103 (51.8) 12 (36.4) 21 (55.3) 4 (26.7) 
Race 
White 148 (81.3) 1680.9) 24 (72.7) 31 (81.6) 13 (86.7) 
Black or African American 19 (10.4) 22 (kbT) 3 9.1) 1 (2.6) 2 (13.3) 
American Indian or Alaska Native 2 (1.1) 140.5) 0 0 0 
Asian 7 (3.8) 13 (6.5) 5 (15.2) 6 (15.8) 0 
Native Hawaiian or other Pacific 0 0 1 (3.0) 0 0 
Islander 
Multiracial 4 (2,29 0 0 0 0 
Not reported 2 (@1) 2 (1.0) 0 0 0 
Racial designation 
Japanese 0 0 0 1 (2.6) 0 
Ethnicity 
Hispanic/Latino 56 (30.8) 52 (26.1) 2 (6.1) 5 (13.2) 2 (13.3) 
Non-Hispanic/non-Latino 126 (69.2) 142 (71.4) 31 (93.9) 33 (86.8) 12 (80.0) 
Not reported 0 5 (2.5) 0 0 1 (6.7) 
Country 
USA 182 (100.0) 199 (100.0) 33 (100.0) 38 (100.0) 15 (100.0) 
Age at the additiorfal booster dose of 
BNT162b2 (30,18) (years) 
Mean (SD) 42.0 (9.28) 41.3 (9.83) 56.1 (14.25) 56.5 (15.46) 46.1 (9.52) 
Mediant 43.0 42.0 61.0 60.5 47.0 
MipNnax (22, 56) (20, 63) (26, 82) (20, 80) (23, 57) 
Body mass index (BMI) 
Wnderweight (<18.5 kg/m?) 1 (0.5) 3 (1.5) 0 0 0) 
Normal weight (=18.5-24.9 kg/m?) 47 (25.8) 44 (22.1) 11 (33.3) 16 (42.1) 2 (13.3) 
Overweight (>25.0-29.9 kg/m?) 62 (34.1) 75 (37.7) 14 (42.4) 14 (36.8) 8 (53.3) 
Obese (>30.0 kg/m?) 72 (39.6) 77 (38.7) 8 (24.2) 8 (21.1) 5 (33.3) 
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14.19. Demographic Characteristics — Phase 3 - BNT162b2-Experienced Subjects Who 
Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received an 
Additional Booster Dose of BNT162b2 (30 wg) as Part of Protocol Amendment 19 — 
Booster Safety Population 


Previous Booster Vaccine Group (as Administered) 
Vaccine Group (as Administered) 


BNT162b2) = BNT162b2saA BNT162b2 BNT162b2 BNT162b2sa 


(30 pg) (30 pg) G6 pg) (10 pg (30 pg, 2 Doses) 
(N*=182) (N*=199) (N*=33) (N%*38) (N?=15) 
n> (%) n> (%) n> (%) @'(%) n> (%) 


Note: HIV-positive subjects are included in this summary but not included in the analyses of the overall study objectives. 
a. N=number of subjects in the specified group. This value is the denominator forthe percentage calculations. 

b. n=Number of subjects with the specified characteristic. 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 


Population 


System Organ Class 
Preferred Term 


Any medical history 


Blood and lymphatic system disorders 


Anaemia 


Cardiac disorders 
Atrial fibrillation 
Cardiac failure congestive 
Coronary artery disease 
Mitral valve prolapse 
Myocardial infarction 
Supraventricular tachycardia 


Ventricular extrasystoles 


Congenital, familial and genetic disorders 
Arnold-Chiari malformation 
Congenital aortic stenosis 


Ear and labyrinth disorders 
Deafness 
Deafness unilateral 
Hypoacusis 
Tinnitus 
Vertigo 


Endocrin@Misorders 
Axitoimmune thyroiditis 
Goitre 
Growth hormone deficiency 
Hypogonadism 
Hypoparathyroidism 
Hypothyroidism 


Eye disorders 
Cataract 


Vaccine Group (as Administered) 
BNT162b2 (5 pg) BN&162b2 (10 pg) 


18-55 Years >55 Years 16355 Years >55 Years 
(N*=26) (N?=53) (N?=25) (N*=51) 


n? (%) n? (%) n? (%) n> (%) 


24 (92.3) §8(100.0) 23 (92.0) 50 (98.0) 


0 0 0 1 (2.0) 
Q 0 0 1 (2.0) 
1 (3.8) 10 (18.9) 0 3 (5.9) 
0 4 (7.5) 0 2 (3.9) 
0 0 0 1 (2.0) 
0 2 (3.8) 0 0 
0 2 (3.8) 0 0 
0 2 (3.8) 0 0 
1 (3.8) 1 (1.9) 0 1 (2.0) 
0 1 (1.9) 0 0 
0 1 (1.9) 1 (4.0) 0 
0 1 (1.9) 0 0 
0 0 1 (4.0) 0 
O77) 5 (9.4) 0 1 (2.0) 
0 1 (1.9) 0 0 
0 0 0 1 (2.0) 
0 1 (1.9) 0 0 
2 (7.7) 1 (1.9) 0 0 
0 2 (3.8) 0 0 


1 (3.8) 12 (22.6) 28.0) 12 (23.5) 


0 1 (1.9) 0 0 
0 1 (1.9) 0 1 (2.0) 
0 0 0 1 (2.0) 
1 (3.8) 1 (1.9) 0 2 (3.9) 
0 0 0 1 (2.0) 
0 9 (17.0) 2 (8.0) 8 (15.7) 


6(23.1)  14(26.4) —-7(28.0) 6 (11.8) 
0 2 (3.8) 1 (4.0) 2 (3.9) 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 
System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 
Preferred Term (N?=26) (N*=53) (N2=25) (N?=51) 
n> (%) n> (%) n (%) n’(%) 
Cataract nuclear 0 10.9 0 0 
Diabetic retinopathy 0 0 0 1 (2.0) 
Dry age-related macular degeneration 0 0 0 1 (2.0) 
Dry eye 0 2 (3.8) 0 1 (2.0) 
Eyelid ptosis 0 1 (1.9) 0 1 (2.0) 
Glaucoma 0 1 (1.9) 0 0 
Hypermetropia Q 5 (9.4) 1 (4.0) 0 
Myopia (19.2) 1 (1.9) 5 (20.0) 1 (2.0) 
Ocular discomfort 0 1 (1.9) 0 0 
Presbyopia 1 (3.8) 1 (1.9) 1 (4.0) 0 
Pterygium 0 2 (3.8) 0 0 
Retinal drusen 0 1 (1.9) 0 0 
Retinal tear 0 0 0 1 (2.0) 
Vitreous degeneration 0 1 (1.9) 0 0 
Gastrointestinal disorders 4 (15.4) 18 (34.0) 9 (36.0) 12 (23.5) 
Abdominal hernia 0 0 0 1 (2.0) 
Abdominal pain 0 0 0 1 (2.0) 
Anal fistula 0 0 1 (4.0) 0 
Colitis ulcerative 0 1 (1.9) 0 0 
Constipation 1 (3.8) 0 0 0 
Dyspepsia 0 1 (1.9) 1 (4.0) 1 (2.0) 
Gastrointestinal ulcer 0 1 (1.9) 0 0 
Gastrooesophagedbreflux disease 1 (3.8) 12 (22.6) 5 (20.0) 7 (13.7) 
Haemorrhoids. 1 (3.8) 0 0 1 (2.0) 
Hiatus hernia 0) 1 (1.9) 0 0 
Inguinal hernia 0 3 (5.7) 0 1 (2.0) 
Intestinal obstruction 0 0 0 1 (2.0) 
Intestinal polyp 0 1 (1.9) 0 0 
Irritable bowel syndrome 1 (3.8) 0 0 0 
Leukoplakia oral 0 1 (1.9) 0 0 
Mouth ulceration 0 1 (1.9) 0 0 
Peptic ulcer 0 0 1 (2.0) 
Tooth impacted 1 (3.8) 0 2 (8.0) 0 
Toothache 1 (3.8) 0 0 0 
Umbilical hernia 0 0 1 (4.0) 1 (2.0) 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 
System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 
Preferred Term (N?=26) (N*=53) (N2=25) (N?=51) 
n’ (%) n’ (%) n (%) n? (%) 
General disorders and administration site conditions 1 (3.8) 3 (5.H 0 1 (2.0) 
Chest pain 1 (3.8) 0 0 0 
Drug intolerance 0 41.9) 0 1 (2.0) 
Fatigue 0 1 (1.9) 0 0 
Pain 1 (3.8) 1 (1.9) 0 0 
Hepatobiliary disorders 18.8) 0 1 (4.0) 3 (5.9) 
Cholelithiasis 0 0 1 (4.0) 1 (2.0) 
Hepatic steatosis 1 (3.8) 0 0 1 (2.0) 
Non-alcoholic steatohepatitis 0 0 0 1 (2.0) 
Immune system disorders 13 (50.0) 23 (43.4) 12 (48.0) 29 (56.9) 
Allergy to animal 1 (3.8) 1 (1.9) 1 (4.0) 1 (2.0) 
Allergy to arthropod sting 0 0 0 1 (2.0) 
Contrast media allergy 0 0 0 1 (2.0) 
Drug hypersensitivity 5 (19.2) 11 (20.8) 3 (12.0) 17 (33.3) 
Dust allergy 0 1 (1.9) 0 0 
Food allergy 1 (3.8) 3 (5.7) 1 (4.0) 3 (5.9) 
Iodine allergy 0 1 (1.9) 1 (4.0) 0 
Mite allergy 0 1 (1.9) 0 0 
Rubber sensitivity 1 (3.8) 0 0 2 (3.9) 
Seasonal allergy 10 (38.5) 13 (24.5) 9 (36.0) 11 (21.6) 
Infections and infestations 4 (15.4) 11 (20.8) 2 (8.0) 7 (13.7) 
Appendicitis 1 (3.8) 3 (5.7) 0 3 (5.9) 
Diverticulitis 0 1 (1.9) 0 0 
Encephalitis 0 1 (1.9) 0 0 
Genitatoerpes simplex 0 1 (1.9) 0 0 
Hegpes simplex 2 (7.7) 1 (1.9) 0 1 (2.0) 
Herpes zoster 0 0 1 (4.0) 1 (2.0) 
Pneumonia 1 (3.8) 1 (1.9) 0 0 
Sepsis 0 1 (1.9) 0 0 
Sinusitis 0 0 0 2 (3.9) 
Tinea capitis 0 1 (1.9) 0 0 
Tonsillitis 1 (3.8) 1 (1.9) 0 0 
Urinary tract infection 0 1 (1.9) 0 0 
Vaginal infection 0 0 1 (4.0) 0 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 
System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 
Preferred Term (N*=26) (N*=53) (N%=25) (N*=51) 
n> (%) n> (%) n? (%) n?(%) 
Injury, poisoning and procedural complications 3 (11.5) 805.1) 2 (8.0) 2 (3.9) 
Epicondylitis 0 0 1 (4.0) 0 
Hand fracture 1 (3.8) 0 0 0 
Ligament injury 0 2 (3.8) 0 0 
Ligament rupture 0 0 0 1 (2.0) 
Ligament sprain Q 1 (1.9) 0 0 
Meniscus injury ? (3.8) 1 (1.9) 0 1 (2.0) 
Muscle rupture 0 1 (1.9) 0 0 
Sciatic nerve injury 1 (3.8) 0 0 0 
Tendon rupture 0 1 (1.9) 1 (4.0) 0 
Ulna fracture 0 1 (1.9) 0 0 
Vascular pseudoaneurysm 0 1 (1.9) 0 0 
Investigations 1 (3.8) 6 (11.3) 4 (16.0) 1 (2.0) 
Arthroscopy 1 (3.8) 0 0 0 
Biopsy breast 0 1 (1.9) 0 0 
Blood cholesterol increased 0 1 (1.9) 0 0 
Blood testosterone decreased 0 0 3 (12.0) 1 (2.0) 
Bronchoscopy 0 0 1 (4.0) 0 
Colonoscopy 0 3 (5.7) 0 0 
Nasoendoscopy 0 0 0 1 (2.0) 
Prostatic specific ant@@en increased 0 1 (1.9) 0 0 
Metabolism and nu#fition disorders 7 (26.9) 30 (56.6) 10 (40.0) 29 (56.9) 
Dyslipidaemia 1 (3.8) 10 (18.9) 1 (4.0) 8 (15.7) 
Glucose,toterance impaired 1 (3.8) 2 (3.8) 0 1 (2.0) 
Gout 0 2 (3.8) 0 6 (11.8) 
Hypercholesterolaemia 0 5 (9.4) 1 (4.0) 7 (13.7) 
Hyperlipidaemia 1 (3.8) 12 (22.6) 1 (4.0) 9 (17.6) 
Hypertriglyceridaemia 0 0 1 (4.0) 0 
Iron deficiency 0 0 0 1 (2.0) 
Obesity 5 (19.2) 7 (13.2) 6 (24.0) 4 (7.8) 
Overweight 3 (11.5) 2 (3.8) 3 (12.0) 0 
Type | diabetes mellitus 0 0 1 (4.0) 1 (2.0) 
Type 2 diabetes mellitus 2 (7.7) 3 (5.7) 0 5 (9.8) 
Vitamin B12 deficiency 0 0 0 1 (2.0) 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 


Population 


System Organ Class 
Preferred Term 


Vitamin D deficiency 


Musculoskeletal and connective tissue disorders 


Arthralgia 

Arthritis 

Back pain 

Cervical spinal stenosis 
Fibromyalgia 

Foot deformity 
Intervertebral disc degeneration 
Intervertebral disc protrusion 
Muscle tightness 

Neck pain 

Osteoarthritis 

Osteopenia 

Osteoporosis 

Plantar fascial fibromatosis 
Plantar fasciitis 

Rotator cuff syndrome 
Spinal stenosis 
Spondylolisthesis 

Tendonitis 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) 


18-55 Years >55 Years 
(N*=26) 


n> (%) 


0 


3 (11.5) 
0 
0 

2 (7.0) 


‘ 


Sooo oO OO ORB OO COC SO 


Neoplasms benign, malignant and unspecified (incl cysts and 1 (3.8) 


polyps) 
Adenocarcinorna of appendix 
Adenoma‘benign 
Basal ¢ell carcinoma 
BaseSquamous carcinoma 
Benign breast neoplasm 
Benign neoplasm of testis 
Breast cancer 
Breast fibroma 
Chronic lymphocytic leukaemia 
Intraductal proliferative breast lesion 
Lipoma 
Lobular breast carcinoma in situ 


ooooococooococmcmcrcl lcm 
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(N*=53) 


n> (%) 


11.9 


¥a(45.3) 
1 (1.9) 
2 (3.8) 
3 (5.7) 
1 (1.9) 
1 (1.9) 
0 
1 (1.9) 
2 (3.8) 
1 (1.9) 
1 (1.9) 
7 (13.2) 
5 (9.4) 
4 (7.5) 
1 (1.9) 
0 
4 (7.5) 
1 (1.9) 
0 
1 (1.9) 


13 (24.5) 


1 (1.9) 

1 (1.9) 

4 (7.5) 
0 

1 (1.9) 
0 

1 (1.9) 


BNT162b2(10 pg) 


18-55 Years 
(N2=25) 


n> (%) 


1 (4.0) 
0 


coooR CO OR COO COCO OO C Oo 
S 
— 


2 (8.0) 


So 
mS 


>55 Years 
(N*=51) 


n (%) 


2 (3.9) 


11 (21.6) 
1 (2.0) 
1 (2.0) 
1 (2.0) 
0 
0 

1 (2.0) 
0 

2 (3.9) 
0 
0 
5 (9.8) 
2 (3.9) 
1 (2.0) 
0 
0 

1 (2.0) 
0 

1 (2.0) 
0 


12 (23.5) 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 
System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 
Preferred Term (N?=26) (N*=53) (N2=25) (N?=51) 
n> (%) n> (%) n (%) n? (%) 
Lymphoma 0 11.9 0 0 
Malignant melanoma 0 0 0 1 (2.0) 
Non-Hodgkin's lymphoma 0 41.9) 0 0 
Parathyroid tumour 0 0 0 1 (2.0) 
Prostate cancer 0 2 (3.8) 0 2 (3.9) 
Renal cell carcinoma 0 1 (1.9) 0 0 
Uterine leiomyoma 14.8) 4 (7.5) 1 (4.0) 1 (2.0) 
Nervous system disorders 5 (19.2) 14 (26.4) 4 (16.0) 8 (15.7) 
Autonomic neuropathy 0 1 (1.9) 0 0 
Carpal tunnel syndrome 0 0 0 1 (2.0) 
Cerebrovascular accident 0 2 (3.8) 0 0 
Diabetic neuropathy 0 0 0 1 (2.0) 
Headache 4 (15.4) 1 (1.9) 3 (12.0) 1 (2.0) 
Memory impairment 0 1 (1.9) 0 0 
Migraine 0 3 (5.7) 1 (4.0) 3 (5.9) 
Nerve compression 0 1 (1.9) 0 0 
Neuropathy peripheral 0 3 (5.7) 0 1 (2.0) 
Parkinson's disease 0 1 (1.9) 0 0 
Restless legs syndrome 1 (3.8) 0 0 0 
Sciatica 0 1 (1.9) 0 1 (2.0) 
Seizure 0 1 (1.9) 0 0 
Transient global amrésia 0 1 (1.9) 0 1 (2.0) 
Transient ischaenti¢ attack 0 1 (1.9) 0 0 
Tremor 0 0 0 1 (2.0) 
Psychiatric disorders 8 (30.8) 14 (26.4) 11 (44.0) 12 (23.5) 
Anxiety 5 (19.2) 5 (9.4) 4 (16.0) 4 (7.8) 
Attention deficit hyperactivity disorder 1 (3.8) 1 (1.9) 4 (16.0) 1 (2.0) 
Dépression 4 (15.4) 8 (15.1) 3 (12.0) 6 (11.8) 
Insomnia 1 (3.8) 5 (9.4) 2 (8.0) 4 (7.8) 
Obsessive-compulsive disorder 0 1 (1.9) 0 0 
Panic attack 1 (3.8) 0 1 (4.0) 0 
Persistent depressive disorder 0 0 0 1 (2.0) 
Renal and urinary disorders 0 4 (7.5) 1 (4.0) 8 (15.7) 
Chronic kidney disease 0 2 (3.8) 0 2 (3.9) 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 
System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 
Preferred Term (N?=26) (N*=53) (N2=25) (N?=51) 
n> (%) n> (%) n (%) n? (%) 
Cystitis interstitial 0 1 (1.95 0 0 
Diabetic nephropathy 0 0 0 1 (2.0) 
Haematuria 0 0 1 (4.0) 0 
Hypertonic bladder 0 1 (1.9) 0 0 
Nephrolithiasis 0 1 (1.9) 0 3 (5.9) 
Pelvi-ureteric obstruction 0 0 0 1 (2.0) 
Urinary incontinence g 0 0 1 (2.0) 
Urinary retention 0 1 (1.9) 0 0 
Reproductive system and breast disorders 0 10 (18.9) 3 (12.0) 10 (19.6) 
Abnormal uterine bleeding 0 0 0 1 (2.0) 
Benign prostatic hyperplasia 0 6 (11.3) 0 3 (5.9) 
Breast calcifications 0 0 0 1 (2.0) 
Endometriosis 0 1 (1.9) 0 1 (2.0) 
Erectile dysfunction 0 2 (3.8) 1 (4.0) 1 (2.0) 
Heavy menstrual bleeding 0 1 (1.9) 0 1 (2.0) 
Infertility 0 2 (3.8) 0 1 (2.0) 
Ovarian cyst 0 0 0 1 (2.0) 
Prostatic disorder 0 0 0 1 (2.0) 
Prostatomegaly 0 0 1 (4.0) 0 
Uterine haemorrhage 0 0 0 1 (2.0) 
Uterine prolapse 0 0 0 1 (2.0) 
Varicocele 0 0 1 (4.0) 0 
Respiratory, thoragie and mediastinal disorders 4 (15.4) 10 (18.9) 10 (40.0) 7 (13.7) 
Adenoidal hypertrophy 0 0 1 (4.0) 0 
Asthma 2 (7.7) 2 (3.8) 3 (12.0) 3 (5.9) 
Asthma-exercise induced 0 1 (1.9) 0 0 
Brenchiectasis 0 1 (1.9) 0 0 
Bronchitis chronic 0 1 (1.9) 0 0 
Nasal septum deviation 0 0 1 (4.0) 1 (2.0) 
Obstructive sleep apnoea syndrome 0 0 1 (4.0) 1 (2.0) 
Rhinitis allergic 1 (3.8) 6 (11.3) 3 (12.0) 4 (7.8) 
Rhinitis perennial 1 (3.8) 1 (1.9) 1 (4.0) 0 
Sleep apnoea syndrome 1 (3.8) 2 (3.8) 3 (12.0) 1 (2.0) 
Skin and subcutaneous tissue disorders 6 (23.1) 3 (5.7) 8 (32.0) 7 (13.7) 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 

System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 

Preferred Term (N?=26) (N*=53) (N2=25) (N*=51) 
n’ (%) n> (%) n? (%) n(%) 

Acne 1 3.8) 0 3 (12.0) 2 3.9) 
Actinic keratosis 0 0 1 (4.0) 0 
Alopecia 0 0 1 (4.0) 0 
Dermatitis contact 3 (11.5) 0 1 (4.0) 2 (3.9) 
Diabetic foot 0 0 0 1 (2.0) 
Eczema 3 (L1G) 0 2 (8.0) 0 
Hand dermatitis Q 0 0 1 (2.0) 
Parapsoriasis 0 0 0 1 (2.0) 
Perioral dermatitis 0 0 1 (4.0) 0 
Seborrhoeic dermatitis 0 1 (1.9) 0 0 
Vitiligo 0 2 (3.8) 0 0 

Social circumstances 4 (15.4) 12 (22.6) 1 (4.0) 20 (39.2) 
Corrective lens user 1 (3.8) 0 1 (4.0) 0 
Menopause 1 (3.8) 0 0 3 (5.9) 
Organ donor 0 1 (1.9) 0 0 
Postmenopause 2 (7.7) 11 (20.8) 0 17 (33.3) 
Tobacco user 0 1 (1.9) 0 0 

Surgical and medical procedures 8 (30.8) 35 (66.0) 15 (60.0) 35 (68.6) 
Abdominal hernia repair 0 1 (1.9) 0 1 (2.0) 
Abdominoplasty 0 0 0 1 (2.0) 
Adenoidectomy 0 0 1 (4.0) 0 
Anal fistula repait 0 0 1 (4.0) 0 
Angioplasty 0 1 (1.9) 0 0 
Ankle arthroplasty 0 1 (1.9) 0 0 
Ankle operation 0 1 (1.9) 0 0 
Appendicectomy 1 (3.8) 4 (7.5) 0 3 (5.9) 
Blepharoplasty 0 1 (1.9) 0 0 
Bone cyst excision 0 0 0 1 (2.0) 
Bone lesion excision 0 0 0 1 (2.0) 
Bone operation 0 1 (1.9) 0 0 
Brachytherapy 0 0 0 1 (2.0) 
Breast conserving surgery 0 2 (3.8) 0 2 (3.9) 
Breast cyst excision 0 0 0 1 (2.0) 
Caesarean section 0 2 (3.8) 0 2 (3.9) 
Cancer surgery 0 1 (1.9) 0 0 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 


Population 


System Organ Class 
Preferred Term 


Cardiac ablation 

Carpal tunnel decompression 
Cataract operation 
Chemotherapy 
Cholecystectomy 
Colectomy 
Cytoreductive surgery 
Debridement 

Deep brain stimulation 
Diplopia correction 
Endometriosis ablation 
Eyelid operation 
Female sterilisation 
Fracture treatment 
Functional endoscopic sinus surgery 
Gastrectomy 

Gastric banding 

Gastric banding reversal 
Gastric bypass 
Haemorrhoid operation 
Hip arthroplasty 

Hip surgery 
Hysterectomy 

Inguinal hernia repair 
Keratomileusig 

Knee arthrgplasty 

Knee operation 
Ligament operation 
Limab operation 
Liposuction 

Lithotripsy 
Mammoplasty 
Mastectomy 

Meniscus operation 
Micrographic skin surgery 
Myomectomy 

Nasal operation 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) 


18-55 Years >55 Years 
(N*=26) (N*=53) 


n> (%) n> (%) 
0 2 (3.8) 
0 1419) 
0 W(1.9) 
0 1 (1.9) 
0 1 (1.9) 
0 1 (1.9) 
0 1 (1.9) 
0 0 
0 1 (1.9) 
0 0 
0 0 
0 0 
0 0 
0 0 
0 0 
1 (3.8) 0 
1 (3.8) 0 
1 (3.8) 0 
0 1 (1.9) 
1 (3.8) 0 
0 2 (3.8) 
0 1 (1.9) 
2 (7.7) 8 (15.1) 
0 3 (5.7) 
0 0 
0 1 (1.9) 
0 2 (3.8) 
0 3 (5.7) 
1 (3.8) 0 
1 (3.8) 0 
0 0 
1 (3.8) 2 (3.8) 
0 0 
0 1 (1.9) 
0 1 (1.9) 
0 1 (1.9) 
0 0 
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BNT162b2(10 1g) 


18-55 Years 
(N2=25) 


n> (%) 


N 
= 


coooo eo oOo oO CR OB OO OC Oo 


0 
1 (4.0) 


>55 Years 
(N*=51) 


n’(%) 


1 (2.0) 
0 
2 (3.9) 
0 
3 (5.9) 
0 
0 
1 (2.0) 
0 
0 
1 (2.0) 
1 (2.0) 
3 (5.9) 
1 (2.0) 
1 (2.0) 
1 (2.0) 
0 
0 
0 
1 (2.0) 
0 
0 
6 (11.8) 
1 (2.0) 
0 
2 (3.9) 
1 (2.0) 
2 (3.9) 
0 
0 
1 (2.0) 
1 (2.0) 
1 (2.0) 
1 (2.0) 
0 
0 
0 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 
System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 
Preferred Term (N?=26) (N*=53) (N2=25) (N?=51) 
n> (%) n> (%) n? (%) n? (%) 
Nasal septal operation 0 0 1 (4.0) 1 (2.0) 
Nephrectomy 0 23°8) 0 0 
Oophorectomy 0 0 0 1 (2.0) 
Oophorectomy bilateral 0 0 0 1 (2.0) 
Orchidectomy 0 0 0 1 (2.0) 
Parathyroidectomy 0 0 0 1 (2.0) 
Peripheral nerve decompression Q 1 (1.9) 0 0 
Pilonidal sinus repair 0 0 0 1 (2.0) 
Prostatectomy 0 1 (1.9) 0 0 
Pterygium operation 0 1 (1.9) 0 0 
Ptosis repair 0 1 (1.9) 0 0 
Pyeloplasty 0 0 0 1 (2.0) 
Radical prostatectomy 0 1 (1.9) 0 1 (2.0) 
Radiotherapy 0 0 0 1 (2.0) 
Renal stone removal 0 2 (3.8) 0 0 
Rotator cuff repair 0 1 (1.9) 0 2 (3.9) 
Salpingo-oophorectomy bilateral 0 1 (1.9) 0 0 
Shoulder arthroplasty 0 0 0 1 (2.0) 
Shoulder operation 0 1 (1.9) 0 1 (2.0) 
Sigmoidectomy 0 1 (1.9) 0 0 
Skin neoplasm excision 0 1 (1.9) 0 0 
Spinal fusion surgery 0 1 (1.9) 0 1 (2.0) 
Spinal laminectomy, 0 1 (1.9) 0 0 
Spinal nerve stim@iator implantation 0 2 (3.8) 0 0 
Strabismus corfection 0 1 (1.9) 0 0 
Tenoplasty 0 1 (1.9) 1 (4.0) 0 
Therapenti¢ procedure 0 0 0 1 (2.0) 
Toe gpetation 0 1 (1.9) 0 1 (2.0) 
Tonsillectomy 1 (3.8) 1 (1.9) 1 (4.0) 2 (3.9) 
Tympanoplasty 1 (3.8) 0 0 0 
Umbilical hernia repair 0 0 2 (8.0) 1 (2.0) 
Urinary bladder suspension 0 1 (1.9) 0 0 
Uterine cystectomy 0 0 0 1 (2.0) 
Uterine dilation and curettage 0 0 0 1 (2.0) 
Uvulopalatopharyngoplasty 0 0 1 (4.0) 0 
Varicocele repair 0 0 1 (4.0) 0 
Vasectomy 0 1 (1.9) 3 (12.0) 0 
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14.20. Medical History — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2°(10 pg) 
System Organ Class 18-55 Years >55 Years 18-55 Years >55 Years 
Preferred Term (N?=26) (N*=53) (N2=25) (N?=51) 
n’ (%) n> (%) n? (%) n? (%) 
Vitrectomy 0 0 0 1 (2.0) 
Wisdom teeth removal 1 (3.8) 0 3 (12.0) 0 
Vascular disorders 6 (23.1) 22 (41.5) 7 (28.0) 18 (35.3) 
Aortic aneurysm 0 0 0 1 (2.0) 
Essential hypertension 0. 1 (1.9) 1 (4.0) 0 
Hot flush 1.8) 0 0 0 
Hypertension 3°(19.2) 20 (37.7) 6 (24.0) 17 (33.3) 
Hypotension 0 1 (1.9) 0 1 (2.0) 


Note: MedDRA (v25.1) coding dictionary applied. 
a. N=number of subjects in the specified groui@. Thisyalue is the denominator for the percentage calculations. 

b. n=Number of subjects with the specified\characteristic. Subjects with multiple occurrences of the same preferred 
term are counted only once. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:41) Source Data: admh Table Generation: 28JUN2023 
(00:21) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/admh_s002_¢4 6m 
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14.21. Nonstudy Vaccines Received After Booster Dose — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 


Booster Safety Population 


Vaccine? 
Preferred Term 


Any nonstudy vaccine 


BACTERIAL VACCINES 
BNT162B2;BNT162B2 OMI BA.4-5 
COVID-19 VACCINE 
COVID-19 VACCINE INACT (VERO) CZ02 

COVID-19 VACCINE INACT (VERO) HB02 

COVID-19 VACCINE MRNA 

COVID-19 VACCINE NRVV AD (CHADOX1 NCQy-19) 
COVID-19 VACCINE NRVV AD26 (GAM-COVID-V&AG) 


COVID-19 VACCINE NRVV AD26 (GAM-G@VID-WAC);COVID-19 VACCINE NRVV 
ADS5 (GAM-COVID-VAC) 


COVID-19 VACCINE NRVV AD26 (JNJ 78436735) 
COVID-19 VACCINE NRVV AD5 (AD5-NE8V) 
DAVESOMERAN;ELASOMERAN 


DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE ACELLULAR 3- 
COMPONENT;TETANUS VACCINE TOXOID 


DIPHTHERIA VACCINE TOXQW);PERTUSSIS VACCINE ACELLULAR 5- 
COMPONENT;POLIO VACCINE INACT 3V (VERO);TETANUS VACCINE TOXOID 


DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE ACELLULAR 5- 
COMPONENT;TETANUSWACCINE TOXOID 


DIPHTHERIA VACCENE TOXOID;PERTUSSIS VACCINE ACELLULAR;TETANUS 
VACCINE TOXOID 


DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE;TETANUS VACCINE TOXOID 
DIPHTHERIA@ACCINE TOXOID;TETANUS VACCINE TOXOID 

DIPHTHERIA VACCINE;PERTUSSIS VACCINE;POLIO VACCINE; TETANUS VACCINE 
DIPHTHERIA VACCINE;PERTUSSIS VACCINE;TETANUS VACCINE 

DIPH®@HERIA VACCINE; TETANUS VACCINE 

ELASOMERAN 
IWEPATITIS A VACCINE 

HEPATITIS A VACCINE INACT 

HEPATITIS A VACCINE;HEPATITIS B VACCINE 
HEPATITIS B VACCINE 
HEPATITIS B VACCINE R 

HEPATITIS B VACCINE RHBSAG 
HEPATITIS B VACCINE RHBSAG (YEAST) 
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Vaccine Group (as 
Administered) 


BNT162b2 (30 pg) 


12-15 216 Years 
Years (N*=22470) 

(N*=825) n° (%) 
n° (%) 


62(7.5) 5259 (23.4) 
0 3 (0.0) 

1 (0.1) 10 (0.0) 

2(0.2) 133 (0.6) 


0 16 (0.1) 
0 3 (0.0) 
2 (0.2) 3 (0.0) 
0 201 (0.9) 
0 59 (0.3) 
0 4 (0.0) 
0 63 (0.3) 
0 2 (0.0) 
0 1 (0.0) 
0 1 (0.0) 
0 2 (0.0) 
0 5 (0.0) 
0 45 (0.2) 
0 2 (0.0) 
0 21 (0.1) 
0 1 (0.0) 
0 5 (0.0) 
0 24 (0.1) 
0 784 (3.5) 
1 (0.1) 9 (0.0) 
0 1 (0.0) 
0 1 (0.0) 
0 66 (0.3) 
0 1 (0.0) 


Co 


1 (0.0) 
1 (0.1) 1 (0.0) 
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14.21. Nonstudy Vaccines Received After Booster Dose — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 


Booster Safety Population 


Vaccine? 
Preferred Term 


HEPATITIS VACCINES 

HPV VACCINE 

HPV VACCINE VLP RL1 4V (YEAST) 

HPV VACCINE VLP RL1 9V (YEAST) 

INFLUENZA VACCINE 

INFLUENZA VACCINE INACT SAG 3V 

INFLUENZA VACCINE INACT SAG 4V 

INFLUENZA VACCINE INACT SPLIT 3V 

INFLUENZA VACCINE INACT SPLIT 4V 

INFLUENZA VACCINE LIVE REASSORT 3V 

INFLUENZA VACCINE RHA 3V (BACULOVIRWS) 
INFLUENZA VACCINE RHA 4V (BACULOWRUS) 

MEASLES VACCINE 

MEASLES VACCINE;MUMPS VACCINE;RUBELLA VACCINE 
MEASLES VACCINE;RUBELLA VACCINE 
MENINGOCOCCAL VACCINE 

MENINGOCOCCAL VACCINE A/C/Y/W 

MENINGOCOCCAL VACCINE A/GLY/W CONJ (CRM197) 
MENINGOCOCCAL VACCINE/A/C/Y/W CONJ (DIP TOX) 
MENINGOCOCCAL VACCINE’ A/C/Y/W CONJ (TET TOX) 
MENINGOCOCCAL VACGINE B 

MENINGOCOCCAL VACCINE B OMV 
MENINGOCOCCAIXVACCINE B RFHBP/NADA/NHBA OMV 
MENINGOCOCCA¥ VACCINE B RFHBPA/FHBPB 
MENINGOCOCCAL VACCINE C 

MENINGOCWCCAL VACCINE C CONJ 

MENINGOWOCCAL VACCINE CONJ 

OTHER VIRAL VACCINES 
NNEYMOCOCCAL VACCINE 
PNEUMOCOCCAL VACCINE 13V 
PNEUMOCOCCAL VACCINE CONJ 13V (CRM197) 
PNEUMOCOCCAL VACCINE CONJ 20V (CRM197) 
PNEUMOCOCCAL VACCINE CONJ 7V (CRM197) 
PNEUMOCOCCAL VACCINE POLYSACCH 
PNEUMOCOCCAL VACCINE POLYSACCH 23V 
POLIO VACCINE 


E 
E 
E 
E 
E 
E 
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Vaccine Group (as 
Administéred) 


BNT162b2 (30 ng) 


J245 
Years 


(N*=825) 


né (%) 


0 
2 (0.2) 
5 (0.6) 
1 (0.1) 
16 (1.9) 
0 
0 
4 (0.5) 
1 (0.1) 


So. OS OO OS CO 'O:O OOO: O'S - OS 


216 Years 


(N*=22470) 


nt (%) 


1 (0.0) 
10 (0.0) 
6 (0.0) 
0 
2736 (12.2) 
72 (0.3) 
19 (0.1) 
130 (0.6) 
118 (0.5) 
1 (0.0) 
1 (0.0) 
1 (0.0) 
13 (0.1) 
42 (0.2) 
6 (0.0) 
10 (0.0) 
7 (0.0) 
11 (0.0) 
1 (0.0) 
3 (0.0) 
6 (0.0) 
1 (0.0) 
2 (0.0) 
2 (0.0) 
1 (0.0) 
4 (0.0) 
1 (0.0) 
15 (0.1) 
162 (0.7) 
1 (0.0) 
13 (0.1) 
2 (0.0) 
2 (0.0) 
2 (0.0) 
39 (0.2) 
1 (0.0) 
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14.21. Nonstudy Vaccines Received After Booster Dose — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population 


Vaccine Group (as 
Administéred) 


BNT162b2 (30 ng) 


Vaccine? 5215 >16 Years 
Preferred Term Years (N*=22470) 
(N*=825) n° (%) 
nf (%) 
RABIES VACCINE 1 (0.1) 7 (0.0) 
RILTOZINAMERAN 0 1 (0.0) 
RSV VACCINE 0 3 (0.0) 
SMALLPOX VACCINE 0 1 (0.0) 
SMALLPOX VACCINE LIVE (MAV-BN) 0 6 (0.0) 
TETANUS VACCINE 0 48 (0.2) 
TETANUS VACCINE TOXOID 1 (0.1) 3 (0.0) 
TICK-BORNE ENCEPHALITIS VACCINE INACT (NEUY) 0 1 (0.0) 
TOZINAMERAN 17 (2.1) 1314 (5.8) 
TUBERCULOSIS VACCINES 0 1 (0.0) 
TYPHOID VACCINE 4 (0.5) 7 (0.0) 
TYPHOID VACCINE INACT 0 1 (0.0) 
TYPHOID VACCINE LIVE ORAL (TY21A¥ 1 (0.1) 0 
VACCINES 0 4 (0.0) 
VARICELLA ZOSTER VACCINE 0 91 (0.4) 
VARICELLA ZOSTER VACCINE LIVELOQKA/MERCK) 0 1 (0.0) 
VARICELLA ZOSTER VACCINE RGE (CHO) 0 99 (0.4) 
YELLOW FEVER VACCINE 1 (0.1) 10 (0.0) 


Note: WHODDG B3 v202203 coding dictionary applied. 

a. N=number of subjects in@iie specified group. This value is the denominator for the percentage calculations. 

b. Subjects are counted ontyonce for each preferred term. 

c. n= Number of subject9 with the specified characteristic. 

PFIZER CONFIDENTYAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adem Table Generation: OSMAY2023 
(11:37) 

(Database Snapshot,Date: 28APR2023) Output File: ./nda2_unblinded/C4591001 CSR/adcm_s001_p23_d3 


PFIZER CONFIDENTIAL 


Page 214 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.22. Nonstudy Vaccines Received After Booster Dose — Phase 3 —- BNT162b2-Naive 
Subjects Assigned to Receive BNT162b2sa Who Received Booster Dose of BNT16262 
(30 wg) — Booster Safety Population 


Vaccine Group (as 
Adminisiered) 


BN5162b2(30 pg) 


(N?=236) 

Vaccine? n° (%) 
Preferred Term 

Any nonstudy vaccine 16 (6.8) 
COVID-19 VACCINE 1 (0.4) 
DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE 1 (0.4) 
ACELLULAR;TETANUS VACCINE TOXOID 
INFLUENZA VACCINE 12 (5.1) 
INFLUENZA VACCINE INACT SPLIT 3V 2 (0.8) 
INFLUENZA VACCINE INACT SPLIT 4V 1 (0.4) 
PNEUMOCOCCAL VACCINE 1 (0.4) 
PNEUMOCOCCAL VACCINE POLYSACCH 23V 1 (0.4) 
VARICELLA ZOSTER VACCINE 1 (0.4) 


Note: WHODDG B3 v202203 coding dictionaryapplied) 

a. N=number of subjects in the specified gretp. This value is the denominator for the percentage calculations. 

b. Subjects are counted only once for each preferred term. 

c. n= Number of subjects with the specified characteristic. 

PFIZER CONFIDENTIAL SDTM Creation: A9MAR2023 (16:40) Source Data: adem Table Generation: OSMAY2023 
(11:37) 

(Database Snapshot Date: 28APR2023) Cutput File: ./nda2_unblinded/C4591001_CSR/adcm_s001_na_d3 
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14.23. Concomitant Vaccines Received After Booster Dose — Phase 3 —- BNT162b2- 
Experienced Subjects Who Were Rerandomized to Receive 1 Booster Dose of 
BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 ng) BNY‘162b2 (10 pg) 


Vaccine? 18-55 >55 Years7> 18-55  >55 Years 
Preferred Term Years (N?=523)). Years (N*=51) 
(N*=26) n° (%) = (N*=25)_—s n° (%) 
n° (%) n° (%) 
Any concomitant vaccine 7 (26.99 27 (50.9) 10(40.0) 24 (47.1) 
COVID-19 VACCINE Q 1 (1.9) 0 0 
DIPHTHERIA VACCINE TOXOID;PERTUSSIS VACCINE 1.8) 0 0 0 
ACELLULAR;TETANUS VACCINE TOXOID 
DIPHTHERIA VACCINE;PERTUSSIS VACCINE; TETANUS 0 1 (1.9) 0 1 (2.0) 
VACCINE 
ELASOMERAN 3 (11.5) 4 (7.5) 1 (4.0) 3 (5.9) 
INFLUENZA VACCINE 4(15.4) 15(28.3) 6(24.0) 14 (27.5) 
PNEUMOCOCCAL VACCINE 0 0 0 1 (2.0) 
TETANUS VACCINE 1 (3.8) 0 0 0 
TOZINAMERAN 2 (7.7) 11 (20.8) 5(20.0) 13 (25.5) 
VARICELLA ZOSTER VACCINE 0 1 (1.9) 0 1 (2.0) 
VARICELLA ZOSTER VACCINE RGE (CHOY 0 1 (1.9) 0 0 


Note: WHODDG B3 v202203 coding dictionary applied. 

a. N=number of subjects in the specifi¢é- group. This value is the denominator for the percentage calculations. 

b. Subjects are counted only once forieach preferred term. 

c. n= Number of subjects with the Specified characteristic. 

PFIZER CONFIDENTIAL SDTMCreation: 10MAR2023 (16:40) Source Data: adem Table Generation: 29JUN2023 
(06:35) 

(Database Snapshot Date: 28A2R2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adcm_s001_g4 6m 
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14.24. Nonstudy Vaccines Received After the Additional Booster Dose — Phase 3 — 
BNT162b2-Experienced Subjects Who Were Previously Rerandomized/Assigned te 
Receive Booster Dose(s), and Received an Additional Booster Dose of BNT162b2\30 
pg) as Part of Protocol Amendment 19 — Booster Safety Population 


Previous Booster Vaccine Group (as Administered) 


Vaccine? BNT162b2 BNT162b2sa BNT162b2 BNT162b2 BNT162b2sa 
Preferred Term (30 pg) (30 pg) (5 pg) (pg) (30 pg, 2 
(N?=182) (N?=196) (N?=33) (N*=38) Doses) 
nf (%) nf (%) n° (%) n° (%) (N?=15) 
nf (%) 
Any nonstudy vaccine 7 (3.8) 10 (5.1) 163.0) 6 (15.8) 0 
BNT162B2;BNT162B2 OMI BA.4-5 0 1 (0.5) 0 0 0 
COVID-19 VACCINE 1 (0.5) 0 0 0 0 
DIPHTHERIA VACCINE 1 (0.5) 0 0 0 0 


TOXOID;PERTUSSIS VACCINE 
ACELLULAR;TETANUS VACCINE TOXOID 


ELASOMERAN 0 10.5) 0 0 0 
INFLUENZA VACCINE 4 (2025 5 (2.6) 1 (3.0) 5 (13.2) 0 
OTHER VIRAL VACCINES 0 1 (0.5) 0 0 0 
PNEUMOCOCCAL VACCINE CONJ 13V 0 0 0 1 (2.6) 0 
(CRM197) 

SMALLPOX VACCINE LIVE (MAV-BN) +)(0.5) 1 (0.5) 0 0 
TOZINAMERAN 1 (0.5) 1 (0.5) 0 1 (2.6) 0 
VARICELLA ZOSTER VACCINE RGE 0 1 (0.5) 0 0 0 
(CHO) 


Note: WHODDG B3 v202203 coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. Subjects are counted only onge, for each preferred term. 

c. n=Number of subjects withthe specified characteristic. 

PFIZER CONFIDENTIAL SBM Creation: 1OMAR2023 (16:40) Source Data: adem Table Generation: OSMAY2023 
(11:37) 

(Database Snapshot Datex28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adcm_s001_p3_d4 
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14.25. Immunogenicity Blood Samples Drawn — Phase 3 — BNT162b2-Experienced 
Subjects Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower 


Dose) 


Rerandomized 
Did not receive booster vaccination 
Blood sample drawn 


Received booster vaccination 
Blood sample drawn before booster vaccination® 
Blood sample drawn 7 days after booster vaccination® 
<6 Days 
6-8 Days 
>8 Days 
Not obtained 
Blood sample drawn | month after booster va¢éination® 
<28 Days 
28-35 Days 
>35 Days 
Not obtained 


Blood sample drawn 6 months after booster 
vaccination® 


<175 Days 
175-189 Days 
>189 Days 
Not obtained 


BNT162b2 (5 pg) 


18-55 Years 


(N*=26) 
n’(%) 


26 (100.0) 
0 
26 (100.0) 


26 (100.0) 
26 (100.0) 


0 
260100.0) 
0 
0 


0 
25 (96.2) 
1 (3.8) 
0 


0 
24 (92.3) 
1 (3.8) 
1 (3.8) 


>55 Years 
(N?=53) 
n> (%) 


53 (10080) 
6 
535¢100.0) 
53 (100.0) 
53 (100.0) 


1 (1.9) 
50 (94.3) 
2 (3.8) 
0 


1 (1.9) 
50 (94.3) 
2 (3.8) 
0 


1 (1.9) 
51 (96.2) 
0 
1 (1.9) 


Vaccine Group (as Randomized} 


BNT{62b2 (10 pg) 


18-55Years 
(N*=25) 
n> (%) 


25 (100.0) 
0 
25 (100.0) 


25 (100.0) 
25 (100.0) 


0 
25 (100.0) 
0 
0 


0 
24 (96.0) 
1 (4.0) 
0 


0 
24 (96.0) 
1 (4.0) 
0 


>55 Years 
(N*=51) 
n> (%) 


51 (100.0) 
0 
51 (100.0) 


51 (100.0) 
51 (100.0) 


0 
49 (96.1) 
1 (2.0) 
1 (2.0) 


1 (2.0) 
49 (96.1) 
1 (2.0) 
0 


0 
46 (90.2) 
4 (7.8) 
1 (2.0) 


a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 


b. n=Number ofgsiibjects with the specified characteristic. 


c. Protocol-spectfied time frame. 


PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adsl Table Generation: 29JUN2023 


(07:28) 


(Database Syiapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adsl_s001_bld_g4 6m 
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14.26. E-Diary Transmission — Phase 3 —- BNT162b2-Experienced Subjects Who Weré 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2 (£9 ng) 
18-55 Years >55 Years 18-55 Years >55 Years 
n? (%) n? (%) n? (%)} n’ (%) 
Received booster vaccination’ 26 53 25 51 
E-diary 
Not transmitted* 1 (3.8) 1 (1.9) 0 0 
Transmitted‘ 
Day 1 17 (65.4) 43 (81. 19 (76.0) 44 (86.3) 
Day 2 22 (84.6) 49 (92.5) 20 (80.0) 48 (94.1) 
Day 3 20 (76.9) 5094.3) 20 (80.0) 48 (94.1) 
Day 4 23 (88.5) 48 (90.6) 23 (92.0) 50 (98.0) 
Day 5 23 (88.5) 50 (94.3) 24 (96.0) 47 (92.2) 
Day 6 24 (9285 48 (90.6) 22 (88.0) 48 (94.1) 
Day 7 23 (88.5) 51 (96.2) 22 (88.0) 46 (90.2) 
All 7 days® 19(50,8) 40 (75.5) 12 (48.0) 31 (60.8) 


a. n= Number of subjects with the specified@haract@ristic. 

b. These values are the denominators for thé/percéntage calculations. 

c. Ifno data for temperature, local reactions, fever/pain medication, or systemic events are reported for the entire 
electronic diary (e-diary) collection period (Day through Day 7), the e-diary is considered not transmitted. 

d. Ifany data for temperature, local reactigns, fever/pain medication, or systemic events are reported for the specified 
day or set of days (i.e., "all 7 days"), the e-diary is considered transmitted. 

e. "All 7 days" includes Day 1 through Day 7 after vaccination. Day 1 is the day of vaccination. 

PFIZER CONFIDENTIAL SDTM Creation: 13DEC2021 (22:49) Source Data: adfacevd Table Generation: 13JAN2022 
(21:59) 

(Data Cutoff Date: 22NOV2021@Database Snapshot Date: 10DEC2021) Output File: 

/nda2_unblinded/C4591001 <4 LD/adce_s200_ g¢4 6m 
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Efficacy 


14.27. Vaccine Efficacy — Asymptomatic SARS-CoV-2 Infection Based on Centrat 
Laboratory—Confirmed NAAT Result — Subjects Without Evidence of Infection;Prior 
to the Start of the Asymptomatic Surveillance Period — Dose 1 All-Available Efficacy 
Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo 


(N?=2130) (N*=1875 
Efficacy Endpoint n> Surveillance n> Surveillance VE (95% CI‘) 
Time‘ Time* (%) 
Asymptomatic SARS-CoV-2 infection based on central 25 0.390 22 0.205 40.4 (-10.8, 67.8) 


laboratory—confirmed NAAT result during asymptomatic 
surveillance period 

Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2 nucleoprotein—binding; SARS-CoV-2 

= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy. 

Note: Subjects who had no serological or virological eviden¢d of past SARS-CoV-2 infection (i.e, negative N-binding 
antibody [serum] result at Visits 1 and 201, SARS-CoV-2yxiot detected by NAAT [nasal swab] at Visits 1 and 2, and 
negative NAAT [nasal swab] result at any unscheduledWisits)tior to the start of the asymptomatic surveillance period 
were included in the analysis. 

a. N=number of subjects in the specified group, 

b. n=Number of subjects meeting the endpeimt defigition. 

c. Total surveillance time in 1000 person-years fotthe given endpoint across all subjects within each group. Time period 
for case accrual is from the start of the asymptomatic surveillance period to the end of the surveillance period. 

d. Two-sided confidence interval (CI) for VE4s derived based on the Clopper and Pearson method adjusted for 
surveillance time. 

PFIZER CONFIDENTIAL SDTM Creatigty 10MAR2023 (16:40) Source Data: adc19nat Table Generation: 18JUL2023 
(22:33) 

(Snapshot Date: 23APR2023) Outputtile: ./nda2_unblinded/C4591001_ ASYMP CSR/adc19nat_ve_as_nat_wo_pdl_aai 
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14.28. Vaccine Efficacy — Asymptomatic SARS-CoV-2 Infection Based on Central 
Laboratory—Confirmed NAAT Result — Subjects Without Evidence of Infection Prior 
to the Start of the Asymptomatic Surveillance Period — Dose 2 All-Available Efficacy 
Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo 


(N*=2130) (N*=1871) 
Efficacy Endpoint n> Surveillance n> Surveillance VE (95% CI‘) 
Time‘ Wine’ (%) 
Asymptomatic SARS-CoV-2 infection based on central 25 0.390 22 0.205 40.4 (-10.8, 67.8) 


laboratory—confirmed NAAT result during asymptomatic 
surveillance period 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS<CoV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy} 

Note: Subjects who had no serological or virological evidence of past SARS-CoV-2 infection (i.e, negative N-binding 
antibody [serum] result at Visits 1 and 201, SARS-CoV-2 notdetected by NAAT [nasal swab] at Visits 1 and 2, and 
negative NAAT [nasal swab] result at any unscheduled visits) priesto the start of the asymptomatic surveillance period 
were included in the analysis. 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint definition? 

c. Total surveillance time in 1000 person-yearsfor the}given endpoint across all subjects within each group. Time period 
for case accrual is from the start of the asympte@matic rveillance period to the end of the surveillance period. 

d. Two-sided confidence interval (CI) for VE is detived based on the Clopper and Pearson method adjusted for 
surveillance time. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adcl9nat Table Generation: 18JUL2023 
(22:33) 

(Snapshot Date: 23APR2023) Output FileX/nda2_unblinded/C4591001_ASYMP_CSR/adc19nat_ve_as_nat_wo_pd2_aai 
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14.29. Vaccine Efficacy — Asymptomatic SARS-CoV-2 Infection Based on Central 
Laboratory—Confirmed NAAT Result — Subjects With Evidence of Infection Priorso 
the Start of the Asymptomatic Surveillance Period — Dose 1 All-Available Efficacy 
Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo 

(N?=83) (N*=144) 
Efficacy Endpoint n> Surveillance n> Surveillance VE (95% 
Time’ Time’ (%) CI‘) 
Asymptomatic SARS-CoV-2 infection based on central 12 0.014 39 0.015 67.4 (36.4, 
laboratory—confirmed NAAT result during asymptomatic 84.4) 


surveillance period 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS<CoV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy) 

Note: Subjects who had serological or virological evidence of past SARS+CoV-2 infection (i.e, N-binding antibody 
[serum] positive at either Visit 1 or asymptomatic surveillanceconsent visit, or SARS-CoV-2 positive detected by NAAT 
{nasal swab] at Visits 1 or 2, or had positive NAAT [nasal swab] at-any unscheduled visit) prior to the start of the 
asymptomatic surveillance period were included in the adalysis¢ 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint definition? 

c. Total surveillance time in 1000 person-yearsfor the}given endpoint across all subjects within each group. Time period 
for case accrual is from the start of the asympte@matic s¥rveillance period to the end of the surveillance period. 

d. Two-sided confidence interval (CI) for VE is detived based on the Clopper and Pearson method adjusted for 
surveillance time. 
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14.30. Vaccine Efficacy — Asymptomatic SARS-CoV-2 Infection Based on Central 
Laboratory—Confirmed NAAT Result — Subjects With Evidence of Infection Priorso 
the Start of the Asymptomatic Surveillance Period — Dose 2 All-Available Efficacy 
Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 pg) Placebo 

(N?=83) (N*=129) 
Efficacy Endpoint n> Surveillance n> Surveillance VE (95% 
Time’ Time’ (%) CI‘) 
Asymptomatic SARS-CoV-2 infection based on central 12 0.014 36 0.014 65.6 (32.3, 
laboratory—confirmed NAAT result during asymptomatic 83.7) 


surveillance period 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS<CoV-2 nucleoprotein—binding; SARS-CoV-2 
= severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy) 

Note: Subjects who had serological or virological evidence of past SARS+CoV-2 infection (i.e, N-binding antibody 
[serum] positive at either Visit 1 or asymptomatic surveillanceconsent visit, or SARS-CoV-2 positive detected by NAAT 
{nasal swab] at Visits 1 or 2, or had positive NAAT [nasal swab] at-any unscheduled visit) prior to the start of the 
asymptomatic surveillance period were included in the afalysis¢ 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint definition? 

c. Total surveillance time in 1000 person-yearsfor the}given endpoint across all subjects within each group. Time period 
for case accrual is from the start of the asympte@matic rveillance period to the end of the surveillance period. 

d. Two-sided confidence interval (CI) for V# is denived based on the Clopper and Pearson method adjusted for 
surveillance time. 
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14.31. Vaccine Efficacy — Asymptomatic Infection Based on N-Binding Antibody 
Seroconversion — Subjects Without Evidence of Infection Prior to the First Post-Dase 
1 N-Binding Test — Dose 1 All-Available Efficacy Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 ng) Placebo 
(N?=21565) (N*=21201) 
Efficacy Endpoint n> —s Surveillance n> Surveillance VE (95% 
Time® Tiltie® (%) CI*) 
Asymptomatic infection based on N-binding antibody 680 15.706 681 7.904 49.7 (44.0, 
seroconversion after Dose 1 54.9) 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-Cg¥=2 nucleoprotein—binding;SARS-CoV-2 = 
severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy. 

Note: Subjects who had no serological or virological evidence of past SARS-CoV-2 infection before Dose 1 (ie, negative 
N-binding antibody [serum] result at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visit 1) and had a 
negative NAAT (nasal swab) result at any unscheduled visit por to the first post-Dose | N-binding test result were 
included in the analysis. 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint defi:tition, 

c. Total surveillance time in 1000 person-years forctlie given endpoint across all subjects within each group. Time period 
for case accrual is from Dose | to the end of the surveillange period. 

d. Two-sided confidence interval (CI) for VEds‘derived based on the Clopper and Pearson method adjusted for 
surveillance time. 
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14.32. Vaccine Efficacy — Asymptomatic Infection Based on N-Binding Antibody 
Seroconversion — Subjects Without Evidence of Infection Prior to the First Post-Dase 
2 N-Binding Test — Dose 2 All-Available Efficacy Population 


Vaccine Group (as Randomized) 


BNT162b2 (30 ng) Placebo 
(N*=21376) (N*=21032) 
Efficacy Endpoint n> —s Surveillance nn? Surveillance VE (95% 
Time® Tiitie (%) CI*) 
Asymptomatic infection based on N-binding antibody 644 14.336 625 6.635 52.3 (46.7, 
seroconversion after Dose 2 57.3) 


Abbreviations: NAAT = nucleic acid amplification test; N-binding = SARS-Cg¥=2 nucleoprotein—binding;SARS-CoV-2 = 
severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy. 

Note: Subjects who had no serological or virological evidence of past SARS-CoV-2 infection before Dose 2 (ie, negative 
N-binding antibody [serum] result at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2) and 
had a negative NAAT (nasal swab) result at any unscheduled visit prio’’to the first post-Dose 2 N-binding test result were 
included in the analysis. 

a. N=number of subjects in the specified group. 

b. n=Number of subjects meeting the endpoint defiitition, 

c. Total surveillance time in 1000 person-years forte given endpoint across all subjects within each group. Time period 
for case accrual is from Dose 2 to the end of the surveillange period. 

d. Two-sided confidence interval (CI) for VEds’der#zed based on the Clopper and Pearson method adjusted for 
surveillance time. 
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Immunogenicity 


14.33. Geometric Mean Titers — Phase 3 —- BNT162b2-Experienced Subjects With#uat 
Evidence of Infection up to 1 Month After Booster Dose Who Were Rerandomized to 
Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose 3 Booster Evaluable 
Immunogenicity Population 


Vaccine Group (as Randomized) 


BNT162b2 (5 pg) BNT%462b2 (10 ng) 
18-55 Years >55 Years 18-5S-Years >55 Years 
Assay Dose/_ n? GMT*‘ n? GMT* n> GMT* n> GMT* 
Sampling (95% CI‘) (95% CI‘) (95% CI‘) (95% CI‘) 

Time 

Point? 
SARS-CoV-2 3/Prevax 24 100.3 47 88.6 24 88.4 48 83.2 
neutralization assay - (64.9, 155.1) (69. lal 3.5) (65.6, 119.1) (66.9, 103.3) 
reference strain - NT50 
(titer) 


3/1 Month 24 905.7 47 978.8 24 980.3 48 1030.6 
(689.7, 11.89:4) (790.9, 1211.3) (749.6, 1282.1) (830.3, 1279.2) 


Abbreviations: GMT = geometric mean titer; LEOQ fewer limit of quantitation; N-binding = SARS-CoV-2 
nucleoprotein-binding; NAAT = nucleic acida@mplifigation test; NT50 = 50% neutralizing titer; Prevax = prevaccination; 
SARS-CoV-2 = severe acute respiratory syndrom¢coronavirus 2. 

Note: Subjects who had no serological or virologiéal evidence (up to | month after receipt of the booster vaccination) of 
past SARS-CoV-2 infection (ie, N-binding aritibody [serum] negative at Dose 1 visit, 1-month post—Dose 2 visit, booster 
dose visit, 1-month post—booster visit and SARS-CoV-2 not detected by NAAT [nasal swab] at Dose | visit, Dose 2 visit, 
booster dose visit) and had a negative NAAT (nasal swab) at any unscheduled visit up to 1 month after booster vaccination 
were included in the analysis. 

a. Protocol-specified timing for bl66d sample collection. 

b. n=Number of subjects with\valid and determinate assay results for the specified assay at the given dose/sampling 
time point. 

c. GMTs and 2-sided 95%NSIs were calculated by exponentiating the mean logarithm of the titers and the corresponding 
Cls (based on the Student tdistribution). Assay results below the LLOQ were set to 0.5 x LLOQ. 
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14.34. Geometric Mean Titers — Phase 3 —- BNT162b2-Experienced Subjects Who 
Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose3 
Booster Evaluable Immunogenicity Population 


Vaccine Group (as Randomized) 


BNT162b2 (5 pg) BNT162b2Z(10 pg) 
18-55 Years >55 Years 18-55 Years >55 Years 
Assay Dose/ nn? GMT° n> GMT° n? GMi¢ n> GMT* 
Sampling (95% CI‘) (95% CI‘) (95% CI‘) (95% CI‘) 

Time 

Point? 
SARS-CoV-2 3/Prevax 26 98.2 51 91.2 24 88.4 50 91.6 
neutralization assay - (65.6, 146.9) (69.5, 119.83 (65.6, 119.1) (70.5, 119.0) 
reference strain - NT50 
(titer) 


3/1 Month 26 902.0 51 1683.9 24 980.3 50 1066.4 
(695.9, 1169.1) <> (8282, 1241.1) (749.6, 1282.1) (860.2, 1322.1) 


Abbreviations: GMT = geometric mean titer; LLOQ = lower limit of quantitation; NT50 = 50% neutralizing titer; 
Prevax = prevaccination; SARS-CoV-2 = severe acutérespiratory syndrome coronavirus 2. 

a. Protocol-specified timing for blood sample coKection 

b. n=Number of subjects with valid and deterittinateassay results for the specified assay at the given dose/sampling 
time point. 

c. GMTs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the titers and the corresponding 
Cls (based on the Student t distribution). Assay gesults below the LLOQ were set to 0.5 x LLOQ. 
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14.35. Geometric Mean Titers — Phase 3 - BNT162b2-Experienced Subjects Who 
Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose3 
Booster All-Available Immunogenicity Population 


Vaccine Group (as Randomized) 


BNT162b2 (5 pg) BNT162b2Z(10 ng) 
18-55 Years >55 Years 18-55 Years >55 Years 
Assay Dose/ n> GMT° nP GMT° n> GMi¢ n> GMT* 
Sampling (95% CI‘) (95% CI‘) (95% CI‘) (95% CI‘) 

Time 

Point? 
SARS-CoV-2 3/Prevax 26 98.2 53 89.2 25 83.4 51 91.9 
neutralization assay - (65.6, 146.9) (68.3, 116.7% (61.2, 113.6) (71.1, 118.9) 
reference strain - NT50 
(titer) 


3/1 Month 26 902.0 53 993.3 25 938.7 51 1047.7 
(695.9, 1169.1) (81235, 1211.9) (715.2, 1232.1) (846.2, 1297.0) 


Abbreviations: GMT = geometric mean titer; LLOQ = lower limit of quantitation; NT50 = 50% neutralizing titer; 
Prevax = prevaccination; SARS-CoV-2 = severe acutérespiratory syndrome coronavirus 2. 

a. Protocol-specified timing for blood sample coKection 

b. n=Number of subjects with valid and deterittinateassay results for the specified assay at the given dose/sampling 
time point. 

c. GMTs and 2-sided 95% Cls were calculated by exponentiating the mean logarithm of the titers and the corresponding 
Cls (based on the Student t distribution). Assay gesults below the LLOQ were set to 0.5 x LLOQ. 
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14.36. Geometric Mean Fold Rise From Before Booster Dose to Each Subsequent Tinie 
Point — Phase 3 —- BNT162b2-Experienced Subjects Without Evidence of Infection:up 
to 1 Month After Booster Dose Who Were Rerandomized to Receive 1 Booster Dose of 
BNT162b2 (Lower Dose) — Dose 3 Booster Evaluable Immunogenicity Population 


Vaccine Group (as Randomized) 


BNT162b2 (5 pg) BN¥462b2 (10 pg) 
18-55 Years >55 Years 18-35;Years >55 Years 
Assay Dose/ n> GMFR* nb GMFR° n?.\GMFR® n> GMFR‘ 
Sampling (95% CI*) (95% CI*) (95% CI*) (95% CI*) 
Time Point? 
SARS-CoV-2 neutralization assay - 3/1 Month 24 9.0 47 lk 24 11.1 48 12.4 
reference strain - NT50 (titer) (6.0, 13.6) (84y 14.6) (8.2, 15.0) (9.2, 16.7) 


Abbreviations: GMFR = geometric mean fold rise; LLOQ = lower limit@f quantitation; N-binding = SARS-CoV-2 
nucleoprotein-binding; NAAT = nucleic acid amplification test; NT50’@ 50% neutralizing titer; SARS-CoV-2 = severe 
acute respiratory syndrome coronavirus 2. 

Note: Subjects who had no serological or virological evidence (upto 1 month after receipt of the booster vaccination) of 
past SARS-CoV-2 infection (ie, N-binding antibody [sexim] negative at Dose | visit, 1-month post—Dose 2 visit, booster 
dose visit, 1-month post—booster visit and SARS-Co¥;2 notletected by NAAT [nasal swab] at Dose | visit, Dose 2 visit, 
booster dose visit) and had a negative NAAT (nasaiswab)at any unscheduled visit up to 1 month after booster vaccination 
were included in the analysis. 

a. Protocol-specified timing for blood sampte collection. 

b. n=Number of subjects with valid and detern{inate assay results for the specified assay at both prevaccination time 
point and the given dose/sampling time point. 

c. GMFRs and 2-sided 95% CIs were calcyiated by exponentiating the mean logarithm of fold rises and the 
corresponding CIs (based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ in the 
analysis. 
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14.37. Geometric Mean Fold Rise From Before Booster Dose to Each Subsequent Tinie 
Point — Phase 3 —- BNT162b2-Experienced Subjects Who Were Rerandomized to 
Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose 3 Booster Evaluable 
Immunogenicity Population 


Vaccine Group (as Randomized), 
BNT162b2 (5 ng) BN¥%62b2 (10 pg) 


18-55 Years >55 Years 18-55;Years >55 Years 


Assay Dose/ nb GMFR n> GMFR° n’.\ GMFR° n> GMFR‘ 
Sampling (95% CI‘) (95% CI‘) (95% CI‘) (95% CI‘) 
Time Point? 


SARS-CoV-2 neutralization assay- 3/1 Month 26 9.2 51 lit 24 11.1 50 11.6 
reference strain - NT50 (titer) (6.3, 13.4) (8,4y 14.7) (8.2, 15.0) (8.6, 15.7) 


Abbreviations: GMFR = geometric mean fold rise; LLOQ = lower limitce@k quantitation; NT50 = 50% neutralizing titer; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2. 

a. Protocol-specified timing for blood sample collection. 

b. n=Number of subjects with valid and determinate asgay resuits for the specified assay at both prevaccination time 
point and the given dose/sampling time point. 

c. GMFRs and 2-sided 95% CIs were calculated byyexpopéntiating the mean logarithm of fold rises and the 
corresponding CIs (based on the Student t distributién). ASsay results below the LLOQ were set to 0.5 x LLOQ in the 
analysis. 
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14.38. Geometric Mean Fold Rise From Before Booster Dose to Each Subsequent Tinie 
Point — Phase 3 —- BNT162b2-Experienced Subjects Who Were Rerandomized to 
Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose 3 Booster All-Availablé 
Immunogenicity Population 


Vaccine Group (as Randomized), 
BNT162b2 (5 pg) BN¥%62b2 (10 pg) 


18-55 Years >55 Years 18-55;Years >55 Years 


Assay Dose/ n> GMFR° nb GMFR* n?.\\GMFR® nb GMFR‘ 
Sampling (95% CI‘) (95% CI‘) (95% CI‘) (95% CI‘) 
Time Point? 


SARS-CoV-2 neutralization assay- 3/1 Month 26 9.2 53 lot 25 11.3 51 11.4 
reference strain - NT50 (titer) (6.3, 13.4) (8 sy 14.6) (8.4, 15.1) (8.5, 15.4) 


Abbreviations: GMFR = geometric mean fold rise; LLOQ = lower limitc@k quantitation; NT50 = 50% neutralizing titer; 
SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2. 

a. Protocol-specified timing for blood sample collection. 

b. n=Number of subjects with valid and determinate asgay resuits for the specified assay at both prevaccination time 
point and the given dose/sampling time point. 

c. GMFRs and 2-sided 95% CIs were calculated byyexpopéntiating the mean logarithm of fold rises and the 
corresponding CIs (based on the Student t distributién). ASsay results below the LLOQ were set to 0.5 x LLOQ in the 
analysis. 
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Adverse Events Phase 1 


14.39. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b1 or BNT162b2) to 6 Months After Dose 2 (BNT162b1 or 
BNT162b2), by System Organ Class and Preferred Term — Blinded and Open Label 
Follow-up Period — Phase 1 — Safety Population 


Vaccine Group (as Administered) 


Original Original Original Original Original Original Original Original 
BNT162b1 BNT162b1 BNT162b1 BNT162b1 BNT162b2 BNT162b2 | BNT162b2 Placebo/BNT1 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pg 30 pg 62b2 
(N*=24) (N*=24) (N*=24) (N*=12) (N*=24) (N*=24) (N*=24) 30 pg 
(N*=35) 
System n> (95% n> (95% n> (95% n> (95% n> (95% n> “495% nb (95% n> (95% 
Organ Class ( CI) ( CI) (¢ Cry ¢ Cl) ¢€ CI) (@y CID (%) CI) (%) CI) 
Preferred % % % % % 
Term ) ) ) ) ) 
Any adverse 0 (0.0,14 0 (0.0,14 0 (0.0,14 0 (0.0,.26 0,(0:0, 14 1(4. (0.1,21 14. (01,21 0 (0.0, 10.0 
event .2) .2) 2) eS) .2) 2) 1) 2) 1) ) 
INFECTION 0 (0.0, 14 0 (0.0,14 0 (0.0,14 0-@.0,2670 (0.0,14 1 (01,21 0 (0.0,14 0 (0.0, 10.0 
S AND .2) .2) .2) SY. 2) (4.2) .1) .2) ) 
INFESTATI 
ONS 
Appendic 0 (0.0,14 0 (0.0,14 0 (@0, 140° (0.0,26 0 (0.0,14 1 (01,21 0 (00,14 0 (0.0, 10.0 
itis .2) .2) .2) .5) 2) (4.2) 1) .2) ) 
NERVOUS 0 (0.0,14 0 (0.0,14 0 (Q0%14 0 (0.0,26 0 (0.0,14 0 (0.0,14 1 (01,21 0 (0.0, 10.0 
SYSTEM .2) .2) .2) .5) .2) 2) (4.2) .1) ) 
DISORDER 
S 
Neuritis 0 (0.0,14 0 (0.0,@# 0 (0.0,14 0 (0.0,26 0 (0.0,14 0 (0.0,14 1 (01,21 0 (0.0, 10.0 


2) 45 2) 5) BS 2) (42) 1) ) 


Note: MedDRA (v25.1) codingMlictionary applied. 

a. N=number of subjectsamthe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided Ghbased on the Clopper and Pearson method. 
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14.40. Number (%) of Subjects Reporting at Least 1 Adverse Event From the First 
Booster Dose to 1 Month After the First Booster Dose, by System Organ Class and 
Preferred Term — Phase 1 — Subjects Who Received the First Booster Dose of 
BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 


BNT162b1 BNT162b2 


10 pg 20 pg 30 pg 100 pg 10 pg 20 pg 30 pg Placebo 
(N*=21) (N*=24) (N*=24) (N*=9) (N?=22) (N*=23) (N*=24) = (N*=28) 
System Organ n> (95% n> (95% n> (95% n> (95% n> (95% DPX (95% n> (95% n> (95% 


Class (%) CI) (%) CI) (%) CI) (%) CI) (%) CI) %) CI) (%) CI) ( 
Preferred % 
Term ) 


Anyadverse 29. (1.2, 3 5 (20 (7.1, 4 4(16 (4.7,3 1(11 (03,4 34¢ 
% 


event 5) 04). 38) 2.2) 7) 74) 1) 82) 7 4.9) 3) 1.9) .2) Ld) 


Cl) 


3 (2.9,3 1(4 (0.1,2 1(4 (0.1,2 0 (0.0,1 


BLOODAND 0 (0.0,1 1 (01,2 2 (10,2 0, (00,2 0 (00,1 0 (00,1 0 (00,1 0 (00,1 


LYMPHATIC 6.1) (4.2) 1.1) (8.3) 7.0) 336) 5.4) 4.8) 4.2) 2.3) 
SYSTEM 
DISORDERS 
Lymphadeno 0 (0.0.1 1 (01,2 2 G9,2.9 (00,3 0 (00,1 0 (00,1 0 (00,1 0 (0.0,1 
pathy 6.1) (4.2) 1.1) (8.3),°7.0) 3.6) 5.4) 4.8) 4.2) 2.3) 
GASTROINTE 0 (0.0,1 1 (01,2 © (071 1 (03,4 0 (00,1 0 (00,1 1 (01,2 0 (0,1 
STINAL 6.1) (4.2) 1.1) #2) (11.1 8.2) 5.4) 48) (42 1.1) 2.3) 
DISORDERS ) ) 
Abdominal 0 (0.0,1 0 (00,100 (00,1 0 (00,3 0 (00,1 0 (00,1 1 (01,2 0 (00,1 
pain 6.1) 4.2) 4.2) 3.6) 5.4) 48) (42 1.1) 2.3) 
) 
Colitis 0 (00,1 0 0,1 0 (00,1 1 (03,4 0 (00,1 0 (00,1 0 (0.0,1 0 (0.0,1 
6.1) 4.2) 4.2) (11.1 8.2) 5.4) 4.8) 4.2) 2.3) 


Diarrhoea 0 (0.0,10%1 (0.1,2 0 (00,1 0 (00,3 0 (00,1 0 (00,1 0 (0.0,1 0 (0.0,1 


6.4 (4.2) 1.1) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 
GENERAL 1 @71,2 1 £#(1,2 1 £#@1,2 0 00,3 2 (11,2 0 (00,1 0 (00,1 0 (00,1 
DISORDERS = (4,8 3.8) (4.2) 1.1) (4.2) 1.1) 3.6) (9.1) 9.2) 4.8) 4.2) 2.3) 
AND > 
ADMINISTRA 
TION SITE 
CONDITIONS 
Fatigue 1 01,2 1 (01,2 0 @0,1 0 (00,3 0 (00,1 0 (00,1 0 (00,1 0 (0.0,1 
(4.8 3.8) (4.2) 1.1) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 
) 
Axillary pain 0 (0.0.1 0 (00,1 1 (1,2 0 (0,3 0 (00,1 0 (00,1 0 (0.0,1 0 (0.0, 1 
6.1) 4.2) (4.2) 1.1) 3.6) 5.4) 4.8) 4.2) 2.3) 
Chills 0 (00,1 0 (00,1 0 (00,1 0 (00,3 1 @©1,2 0 (0,1 0 (0,1 0 (0.0,1 
6.1) 4.2) 4.2) 3.6) (4.5) 2.8) 4.8) 4.2) 2.3) 
Injection site 0 (0.0.1 0 (00,1 0 (00,1 0 (0,3 1 (©1,2 0 (0,1 0 (00,1 0 (0.0, 1 
haemorrhage 6.1) 4.2) 4.2) 3.6) (4.5) 2.8) 4.8) 4.2) 2.3) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.40. Number (“) of Subjects Reporting at Least 1 Adverse Event From the First 
Booster Dose to 1 Month After the First Booster Dose, by System Organ Class and 
Preferred Term — Phase 1 — Subjects Who Received the First Booster Dose of 
BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pg 30 pg Placebo 


(N*%=21)  (N*=24) ss (N*=24)— (N*%=9)— (N8=22)— (N*=23) (C(N*=24)_—(N*=28) 
System Organ n? (95% n? (95% n> (95% n? (95% n> (95% n> (95% n> (95% n> (95% 


Class (%) CI) (%) CI) (%) CI) (%) CI) (%) CI) (%) Ci) (%) CID) ( CI 
Preferred % 
Term ) 


INFECTIONS 0 (0.0,1 0 (00,1 0 (00,1 0 (00,3 1 @A2 0 (00,1 0 (00,1 0 (00,1 


AND 6.1) 4.2) 4.2) 3.6) (4.5) D8) 4.8) 4.2) 2.3) 
INFESTATION 
S 

Urinary tract 0 (0.0.1 0 (00,1 0 (00,1 0 (0.0,30% (01,2 0 (00,1 0 (0.0,1 0 (0.0, 1 
infection 6.1) 4.2) 4.2) 3.6)% (4.5) 2.8) 4.8) 4.2) 2.3) 
INJURY, 1 01,2 0 (00,1 0 (00,1,0 40,3 0 (00,1 0 (00,1 0 (00,1 0 (0.0, 1 
POISONING (4.8 3.8) 4.2) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 
AND ) 

PROCEDURAL 
COMPLICATI 
ONS 

Exposure 1 (01,2 0 (00,1 0.<00,1 0 (00,3 0 (00,1 0 (0,1 0 (00,1 0 (0.0, 1 
during (4.8 3.8) 4.2) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 
pregnancy ) 

MUSCULOSKE 0 (0.0,1 3 (2.74 0 (00,1 0 (00,3 1 (01,2 0 (0,1 1 (01,2 0 (0.0,1 
LETAL AND 6.1) (12.5 2:4) 4.2) 3.6) (4.5) 2.8) 4.8) (42 1.1) 2.3) 
CONNECTIVE ) ) 
TISSUE 
DISORDERS 
Myalgia 0 (0.0,Jo%1 ©0.1,2 0 (00,1 0 (00,3 1 @1,2 0 (00,1 0 (00,1 0 (00,1 
.y (4.2) 1.1) 4.2) 3.6) (4.5) 2.8) 4.8) 4.2) 2.3) 

Osteoarthriti 0 £@0,1 2 (10,2 0 (00,1 0 (00,3 0 (00,1 0 (00,1 0 (0.0,1 0 (0.0,1 
S 6.1) (8.3) 7.0) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 

Diastasis & (00,1 0 (00,1 0 (00,1 0 (00,3 0 (00,1 0 (0,1 1 01,2 0 (00,1 
recti abdominis 6.1) 4.2) 4.2) 3.6) 5.4) 4.8) (42 1.1) 2.3) 

) 

Muscle 0 00,1 1 £#@1,2 0 00,1 0 (00,3 0 (00,1 0 (00,1 0 (00,1 0 (0.0,1 
spasms 6.1) (4.2) 1.1) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 
NERVOUS 1 01,2 1 (01,2 1 £#@1,2 0 (00,3 2 (11,2 1 ©@1,2 0 (00,1 0 (00,1 
S¥STEM (4.8 3.8) (4.2) 1.1) (4.2) 11) 3.6) (9.1) 9.2) (43 1.9) 4.2) 2.3) 
BISORDERS ) ) 

Dizziness 1 01,2 0 (00,1 1 @1,2 0 (00,3 0 (00,1 0 (00,1 0 (00,1 0 (0.0,1 

(4.8 3.8) 4.2) (4.2) 1.1) 3.6) 5.4) 4.8) 4.2) 2.3) 
) 
Headache 0 00,1 0 (00,1 1 #@1,2 0 (00,3 1 @1,2 0 (00,1 0 (00,1 0 (0.0,1 
6.1) 4.2) (4.2) 1.1) 3.6) (4.5) 2.8) 4.8) 4.2) 2.3) 
Paraesthesia 0 (0.0,1 1 (01,2 0 (00,1 0 (0,3 1 (©1,2 0 (0,1 0 (0.0,1 0 (0.0, 1 
6.1) (4.2) 1.1) 4.2) 3.6) (4.5) 2.8) 4.8) 4.2) 2.3) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.40. Number (“) of Subjects Reporting at Least 1 Adverse Event From the First 
Booster Dose to 1 Month After the First Booster Dose, by System Organ Class and 
Preferred Term — Phase 1 — Subjects Who Received the First Booster Dose of 
BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pg 30 pg Placebo 


(N*%=21)  (N*=24) ss (N*=24)— (N*%=9)— (N8=22)— (N*=23) (C(N*=24)_—(N*=28) 
System Organ n? (95% n? (95% n> (95% n? (95% n> (95% n> (95% n> (95% n> (95% 


Class (%) CI) (%) CI) (%) CI) (%) CI) (%) CI) (%) Ci) (%) CID) ( CI 
Preferred % 
Term ) 


Presyncope 0 (0.0,1 0 (00,1 0 (00,1 0 (00,3 0 (&1 1 (1,2 0 (00,1 0 (00,1 
6.1) 4.2) 4.2) 3.6) 34) (43 1.9) 4.2) 2.3) 


RESPIRATOR 0 (0.0,1 0 (00,1 0 (00,1 0 (0.0,3 


@ 


(0.0,1 1 (01,2 0 (00,1 0 (0.0,1 


Y, THORACIC 6.1) 4.2) 4.2) 3.6), 5.4) (43 1.9) 4.2) 2.3) 
AND 
MEDIASTINA 
L DISORDERS 
Upper- 0 (00,1 0 (00,1 0 (O@-1 9 (0.0.3 0 (00,1 1 (1,2 0 (00,1 0 (0.0,1 
airway cough 6.1) 4.2) a2) 3.6) 5.4) (43 1.9) 4.2) 2.3) 
syndrome ) 
VASCULAR 0 (00,1 2 (0,2 @ @0,1 0 (00,3 0 (00,1 0 (00,1 0 (0.0,1 0 (0.0,1 
DISORDERS 6.1) (8.3) 7.0) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 
Deep vein 0 (00,1 1 1,2 6 (0.0,1 0 (00,3 0 (00,1 0 (00,1 0 (00,1 0 (0.0,1 
thrombosis 6.1) (4.2) 1.1) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 
Superficial 0 (00,1 1 142) 0 (00,1 0 (00,3 0 (00,1 0 (00,1 0 (0.0,1 0 (0.0, 1 


vein thrombosis 6.1) (4.2) Al) 4.2) 3.6) 5.4) 4.8) 4.2) 2.3) 


Note: MedDRA (v25.1) coding digti6hary applied. 

a. N=number of subjects in théspecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects resorting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 o¢éurrence of any adverse event. 

c. Exact 2-sided CI, baséd on the Clopper and Pearson method. 

PFIZER CONFIDENTXAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database SnapshgtDate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_pl_d3 
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Final Full Clinical Study Report 


Protocol C4591001 


14.41. Number (“%) of Subjects Reporting at Least 1 Related Adverse Event From thé 
First Booster Dose to 1 Month After the First Booster Dose, by System Organ Class 


and Preferred Term — Phase 1 — Subjects Who Received the First Booster Dose 6f 


BNT162b2 (30 ppg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 


BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 Bg 
(N?=21) (N?=24) (N?=24) (N?=9) (N?=22) (N*=23) 
System Organ nh (95% n> (95% n> (95% n> 95% nb (95% Hb (95% 
Class (%) CI) (%) CI) (%) CI) ¢( CID (%) CIVPAQC CID 
Preferred % % 
Term ) ) 
Any adverse 14. 0.1,2 1(4. (0.1,2 32 (2.7,3 0 (0.0,3 3.48 (2.9,3 0 (0.0, 1 
event 8) 3.8) 2) 1) 5) 24) 3.6) ©.6) 4.9) 4.8) 
BLOOD AND 0 (00,1 0 (00,1 2 (10,2 © (0.0,9 0 (00,1 0 (0.0,1 
LYMPHATIC 6.1) 4.2) (8.3) 7.0) 3y6) 5.4) 4.8) 
SYSTEM 
DISORDERS 
Lymphadeno 0 (00,1 0 (00,1 2 ,1.0,00 (0.0,3 0 (0.0,1 0 (0.0, 1 
pathy 6.1) 4.2) (83) 78 3.6) 5.4) 4.8) 
GASTROINTES 0 (0.0,1 1 (0.1,2¢680 ,(60,1 0 (00,3 0 (0.0,1 0 (0.0, 1 
TINAL 6.1) (4.2) 1.1) 4.2) 3.6) 5.4) 4.8) 
DISORDERS 
Diarrhoea 0 (00,1 1 £01,200 (00,1 0 (00,3 0 (00,1 0 (0.0,1 
6.1) (4.2) LA 4.2) 3.6) 5.4) 4.8) 
GENERAL 1 (01,2 1 @1,2 1 (01,2 0 00,3 2 (11,2 0 (0.0,1 
DISORDERS (4.8) 3.8) (4.2 1.1) (4.2) 1.1) 3.6) (9.1) 9.2) 4.8) 
AND 
ADMINISTRATI 
ON SITE 
CONDITIONS 
Fatigue 1,@1,2 1 (1,2 0 (0,1 0 (00,3 0 (00,1 0 (0.0,1 
(48) 3.8) (4.2) 1.1) 4.2) 3.6) 5.4) 4.8) 
Axillary pain 60 (0.0,1 0 (00,1 1 (01,2 0 (00,3 0 (00,1 0 (0.0,1 
6.1) 4.2) (4.2) 1.1) 3.6) 5.4) 4.8) 
Chills 0 (00,1 0 (00,1 0 (00,1 0 (00,3 1 (1,2 0 (0.0,1 
6.1) 4.2) 4.2) 3.6) (4.5) 2.8) 4.8) 
Injection site O (00,1 0 (00,1 0 (00,1 0 (00,3 1 (01,2 0 (0.0,1 
haeméfhage 6.1) 4.2) 4.2) 3.6) (4.5) 2.8) 4.8) 
MUSCULOSKE 0 (0.0,1 1 (01,2 0 (00,1 0 (00,3 1 (1,2 0 (00,1 
ETAL AND 6.1) (4.2) 1.1) 4.2) 3.6) (4.5) 2.8) 4.8) 
CONNECTIVE 
TISSUE 
DISORDERS 
Myalgia 0 (00,1 1 (01,2 0 (00,1 0 00,3 1 (1,2 0 (0.0,1 
6.1) (4.2) 1.1) 4.2) 3.6) (4.5) 2.8) 4.8) 
Muscle 0 (00,1 1 #(@1,2 0 (00,1 0 (00,3 0 (00,1 0 (0.0,1 
spasms 6.1) (4.2) 1.1) 4.2) 3.6) 5.4) 4.8) 
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30 pg 


(N*=24) 


n> 
( 

% 
) 


(95% 
Cl’) 


(0.0, 1 
4.2) 
(0.0, 1 
4.2) 


(0.0, 1 
4.2) 
(0.0, 1 
4.2) 


(0.0, 1 
4.2) 
(0.0, 1 
4.2) 


(0.0, 1 
4.2) 
(0.0, 1 
4.2) 
(0.0, 1 
4.2) 
(0.0, 1 
4.2) 
(0.0, 1 
4.2) 


(0.0, 1 
4.2) 
(0.0, 1 
4.2) 


Placebo 
(N*=28) 


n> 
( 
% 
) 


(95% 
cl’) 


(0.0, 1 
2.3) 
(0.0, 1 
2.3) 


(0.0, 1 
2.3) 
(0.0, 1 
2.3) 


(0.0, 1 
2.3) 
(0.0, 1 
2.3) 


(0.0, 1 
2.3) 
(0.0, 1 
2.3) 
(0.0, 1 
2.3) 
(0.0, 1 
2.3) 
(0.0, 1 
2.3) 


(0.0, 1 
2.3) 
(0.0, 1 
2.3) 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.41. Number (%) of Subjects Reporting at Least 1 Related Adverse Event From the 
First Booster Dose to 1 Month After the First Booster Dose, by System Organ Class 
and Preferred Term — Phase 1 — Subjects Who Received the First Booster Dose of 
BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pg 30 pg Placebo 


(N*%=21) — (N*=24) ss (N*=24)_— (N=9)— (N*=22)—— (N*=23)C(N*=24) — (N*=28) 
System Organ n> (95% =n? (95% =n? (95% nn? (95% nn? (95% n> (95% n> (95% n? (95% 


Class (%) CI) (%) CI) (%) CI) (¢ Cr) (%) CI) ¢€ 49 ¢€ CI) (¢ CI) 
Preferred % %e % % 
Term ) 5 ) ) 
NERVOUS 0 (00,1 1 (01,2 0 (00,1 0 (00,3 2 (AI,2 0 (00,1 0 (0.0,1 0 (0.0, 1 
SYSTEM 6.1) (4.2) 1.1) 4.2) 3.6) (9.1);09.2) 4.8) 4.2) 2.3) 
DISORDERS 
Paraesthesia 0 (00,1 1 (1,2 0 (00,1 0 (00,3 “ (01,2 0 (00,1 0 (0.0,1 0 (0.0, 1 
6.1) (4.2) 1.1) 4.2) 3.6) O.5) 2.8) 4.8) 4.2) 2.3) 
Headache 0 (00,1 0 (00,1 0 (00,1 6 O83 1 £(0.1,2 0 (00,1 0 (0.0,1 0 (0.0, 1 


6.1) 4.2) 4.2) 26) (4.5) 2.8) 4.8) 4.2) 2.3) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This valve is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 océurrenveof the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any ad¥érse event. 

c. Exact 2-sided CI, based on the Clopper aad Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) OutpnéFile: ./nda2_unblinded/C4591001_CSR/adae_s130_rel_pl_d3 
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Final Full Clinical Study Report 
Protocol C4591001 


14.42. Number (%) of Subjects Reporting at Least 1 Immediate Adverse Event After 
the First Booster Dose, by System Organ Class and Preferred Term — Phase 1 — 
Subjects Who Received the First Booster Dose of BNT162b2 (30 pg) — Booster Safety 
Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pg 30 pg Placebo 


(N*=21)  (N°=24) — (N*=24) ~— (N#=9) (N*=22) — (N8=23)—s (N#=24) ~— (N#=28) 
System Organ n? (95% n> (95% n> (95% n> (95% n> (95% n> 95% n> (95% n> (95% 


Class «( chy ¢€ Cl) ¢€ Cry ¢€ CY) (M&) CI) & CID) (¢ CI) (& CI 
Preferred % % % % % % ) 
Term ) ) ) ) ) ) 


Any adverse 0 (0.0,16 0 (0.0,14 0 (0.0,14 0 (0.0,33 1(4..1,22 0 (0.0,14 0 (0.0,14 0 (0.0, 12 


event 1) .2) .2) .6) 5X .8) .8) .2) .3) 
GENERAL 0 (0.0,16 0 (0.0,14 0 (0.0,14 0 (00,33 “1 (0.1,22 0 (0.0,14 0 (0.0,14 0 (0.0, 12 
DISORDERS 1) 2) 2) 6)o> (4.5) 8) 8) 2) 3) 
AND 
ADMINISTRAT 
ION SITE 
CONDITIONS 

Injection site 0 (0.0,16 0 (0.0,14 0-@0.0, 14’0 (0.0,33 1 (0.1,22 0 (0.0,14 0 (0.0,14 0 (0.0, 12 


haemorrhage 1) .2) XY 6) (4.5) — .8) .8) .2) .3) 
Note: MedDRA (v25.1) coding dictionary applicte 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at le4st 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of\any adverse event. 

c. Exact 2-sided CI, based on the Clepper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:04) 

(Database Snapshot Date: 283APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_imm_p1_d3 
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Final Full Clinical Study Report 
Protocol C4591001 


14.43. Number (%) of Subjects Reporting at Least 1 Severe Adverse Event From the 
First Booster Dose to 1 Month After the First Booster Dose, by System Organ Class 
and Preferred Term — Phase 1 — Subjects Who Received the First Booster Dose 6f 
BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pg 30 pg Placebo 


(N*=21) — (N*=24)— (N*=24) ss (N*=9)_— (N*=22)-— (N*=23)— (N*=24) ~~ (N*=28) 
System Organ n> (95% n> (95% n> (95% n> (95% n> (95% n> 495% n> (95% n> (95% 


Class ( Cry) (¢€ CI) (%) CI) ( CI) ¢ CI) @& CI) ¢€ Cl) (@& CI) 
Preferred % % % % % % ) 
Term ) ) ) ) ) ) 


Any adverse 0 (0.0,16 0 (0.0, 14 2(8. (1.0,27 0 (0.0,33 0.@.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 


event 1) .2) 3) .0) .6) 4) .8) .2) .3) 
GENERAL 0 (0.0,16 0 (0.0,14 1 (01,21 0.(0.0,33°0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 
DISORDERS 1) Oy (AD) SA) 6) 4) 8) 2) 3) 
AND 
ADMINISTRAT 
ION SITE 
CONDITIONS 

Axillary pain 0 (0.0,16 0 (0.0,14 L@(O.1e21 0 (0.0,33 0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 

1) 2) (42) O}) .6) 4) .8) 2) 3) 

NERVOUS 0 (0.0,16 0 (0.0,14 1%0.1,21 0 (0.0,33 0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 
SYSTEM 1) 2) @® 1 6) 4) 8) 2) 3) 
DISORDERS 

Headache 0 (0.0,16 0 (0.0.14 1 (0.1,21 0 (0.0,33 0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 


1) 3). (4.2) 1) 6) 4) 8) 2) 3) 


Note: MedDRA (v25.1) coding digtronary applied. 

a. N=number of subjects inthé specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects xeporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least boccurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:04) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sev_pl_d3 
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Note: MedDRA (v25.1) coding dictionary applie@ 


14.44. Number (“) of Subjects Reporting at Least 1 Life-Threatening Adverse Event 
From the First Booster Dose to 1 Month After the First Booster Dose, by System 
Organ Class and Preferred Term — Phase 1 — Subjects Who Received the First Booster 
Dose of BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pe 30 pg Placebo 


(N*=21)  (N*=24) — (N*=24) (N*=9) (N*=22)  (N*°=23)— (N*=24) ~— (N*=28) 
System Organ nn? (95% =n? (95% n> (95% nh (95% nh (95% m>95% n> (95% NP (95% 


Class «( cry ¢€« CIS ¢€ Cl) (®) CI ¢€ CI) & CID) ¢€ CIOS (¢ CI) 
Preferred % % % % % % % 
Term ) ) ) ) ) ) ) 
Any adverse event 0 (0.0,16 0 (0.0, 14 0 (0.0, 14 1 (11. (0.3, 48 00.0, 15 0 (0.0, 14 0 (0.0,14 0 (0.0, 12 
1) 2) 2) I 2) A) 8) By 3) 
GASTROINTEST 0 (0.0,16 0 (0.0,14 0 (0.0,14 1. (0.3.48 0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 
INAL 1) 2) 2) ID B® 4) 8) 2) 3) 
DISORDERS 
Colitis 0 (0.0,16 0 (0.0,14 0 (0.0,42* 17(0.3,48 0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 


fis 2) Sy (D1) 22) A) 8) 2) 3) 


a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 ogCurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any agyerse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creatiot O10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:04) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_It pl _d3 


PFIZER CONFIDENTIAL 


Page 240 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.45. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From thé 
First Booster Dose to 1 Month After the First Booster Dose, by System Organ Class 
and Preferred Term — Phase 1 — Subjects Who Received the First Booster Dose 6f 
BNT162b2 (30 pg) — Booster Safety Population 


Initial Vaccine Group (as Administered) 
BNT162b1 BNT162b2 
10 pg 20 pg 30 pg 100 pg 10 pg 20 pe 30 pg Placebo 


(N*=21)  (N*=24)— (N%=24) — (N"=9)_— (N=22)— (N*923)_— (N*=24)—(N*=28) 
System Organ n> (95% = n> (95% n> (95% nP (95% n> (95% n>X95% n> (95% n> (95% 


Class «( cry ¢€¢ CIS ¢€ Cl) (®) CIS ¢€ CH) & CI) ¢€ CIO (¢ CI) 
Preferred % % % % % % % 
Term ) ) ) ) ) ) ) 


Any adverse event 0 (0.0,16 0 (0.0, 14 0 (0.0, 14 1 (II. (0.3, 48 00.0, 15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 


1) 2) ay Ye. 2) 4) 8) 2) 3) 
GASTROINTEST 0 (0.0,16 0 (0.0,14 0 (0.0,14 1  (0.3,48°0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 
INAL 1) 2) 2) (12 Dd A) 8) 2) 3) 
DISORDERS 
Colitis 0 (0.0,16 0 (0.0,14 0 (0.0,42* 1 (0.3,48 0 (0.0,15 0 (0.0,14 0 (0.0,14 0 (0.0, 12 


1) 2) SY CON) 2) A) 8) 2) 3) 


Note: MedDRA (v25.1) coding dictionary appliew 
a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 ogCurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any agyerse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation O10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p1_d3 


PFIZER CONFIDENTIAL 


Page 241 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.46. Number (%) of Subjects Reporting at Least 1 Related Adverse Event From thé 
Additional Booster Dose to 1 Month After the Additional Booster Dose, by System 
Organ Class and Preferred Term — Phase 1 — Subjects Who Received the Additisiial 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 — Booster Safety 
Population 


Vaccine Group (as 
4odministered) 


BNT162b2 (30 pg) 


(N*=80) 
System Organ Class n> (%) (95% CI°) 
Preferred Term 
Any adverse event 3 (3.8) (0.8, 10.6) 
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 1 (1.3) (0.0, 6.8) 
Injection site pain 1 (1.3) (0.0, 6.8) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 2 (2.5) (0.3, 8.7) 
Myalgia 1 (1.3) (0.0, 6.8) 
Pain in extremity 1 (1.3) (0.0, 6.8) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group.“Vhis,Walue is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least l-a¢currenve of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any#@dverse évent. 

c. Exact 2-sided CI, based on the Clopper and P€arson method. 
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Adverse Events Phase 2/3 


14.47. Local Reactions, by Maximum Severity, Within 7 Days After Booster Dose* 
Phase 3 — BNT162b2-Experienced Subjects Who Were Rerandomized to Receiye 1 
Booster Dose of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 
BNT162b2 (5 pg) BNT162b240 pg) 


18-55 Years >55 Years 18-55 Years >55 Years 
Local Reaction N? n>(%) (95% CI°) N* n>(%) (95% CIS) N? n> (%) (95%CCI) N@ n> (%) (95% CI) 


Redness? 
Any 25 0 (0.0, 13.7) 52 1(1.9) (0.0, 10.3) 25 0 (0.0, 13.7) 51 0 (0.0, 7.0) 
Mild 25 0 (0.0, 13.7) 52 0 (0.0, 6.8) 25 1) (0.0, 13.7) 51 0 (0.0, 7.0) 
Moderate 25 0 (0.0, 13.7) 52 1(1.9) (0.0, 10.3) 25 0 (0.0, 13.7) 51 0 (0.0, 7.0) 
Severe D5 0 (0.0, 13.7) 52 0 (0.0, 6.8) 28 0 (0.0, 13.7) 51 0 (0.0, 7.0) 
Grade4 25 0 (0.0, 13.7) 52 0 (0:0) 6.8) 25 0 (0.0, 13.7) 51 0 (0.0, 7.0) 
Swelling‘ 
Any 25 0 (0.0, 13.7) 52 1(1.9)0%(0.0010.3) 25 0 (0.0, 13.7) 51 3(5.9) (1.2, 16.2) 
Mild 25 0 (0.0, 13.7) 52 1 (439) _£@0, 10.3) 25 0 (0.0, 13.7) 51 2(3.9) (0.5, 13.5) 
Moderate 25 0 (0.0, 13.7) 52 0 (0.0, 6.8) 25 0 (0.0, 13.7) 51 1(2.0) (0.0, 10.4) 
Severe 25 0 (0.0, 13.7) 52 0 (0.0, 6.8) 25 0 (0.0, 13.7) 51 0 (0.0, 7.0) 
Grade4 25 0 (0.0, 13.7) 52 y (0.0, 6.8) 25 0 (0.0, 13.7) 51 0 (0.0, 7.0) 
Pain at the 
injection site® 
Any 25 14 (56.0) (34.9, 75.6)°52 19 (36.5) (23.6, 51.0) 25 15 (60.0) (38.7, 78.9) 51 37 (72.5) (58.3, 84.1) 
Mild 25 14 (56.0) (34.9, 78.6) 52 18 (34.6) (22.0, 49.1) 25 12 (48.0) (27.8, 68.7) 51 34 (66.7) (52.1, 79.2) 


Moderate 25 0  (0,0,13.7) 52 1(1.9) (0.0, 10.3) 25 3(12.0) (2.5, 31.2) 51 3(5.9) (1.2, 16.2) 
Severe 25 0 @0,13.7) 52. 0 (0.0,6.8) 25 0 (0.0,13.7) 51 0 (0.0, 7.0) 
Grade4 25 = 0 — 0.0, 13.7) 52.0 (0.0,6.8) 25 0 (0.0,13.7) 51 0 (0.0, 7.0) 


Any local 25 14 (56.0) (34.9, 75.6) 52 19 (36.5) (23.6, 51.0) 25 15 (60.0) (38.7, 78.9) 51 38 (74.5) (60.4, 85.7) 
reaction’ 


Note: Reactions were’collected in the electronic diary (e-diary) from Day 1 through Day 7 after the booster dose. 
Note: Grade 4 reactions were classified by the investigator or medically qualified person. 

a. N=numbéy of subjects reporting at least 1 yes or no response for the specified reaction after the specified dose. 
b. n=Nvaber of subjects with the specified characteristic. 

c. Exagt2-sided CI based on the Clopper and Pearson method. 

d. Mild: >2.0 to 5.0 cm; moderate: >5.0 to 10.0 cm; severe: >10.0 cm; Grade 4: necrosis (redness and swelling 
categories) or exfoliative dermatitis (redness category only). 

e.<~Mild: does not interfere with activity; moderate: interferes with activity; severe: prevents daily activity; Grade 4: 
émergency room visit or hospitalization for severe pain at the injection site. 

f. Any local reaction: any redness >2.0 cm, any swelling >2.0 cm, or any pain at the injection site. 
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14.48. Onset Days for Local Reactions — Phase 3 - BNT162b2-Experienced Subjects 
Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) = 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2¢10 pg) 


Pain at the injection site 


Local Reaction 18-55 Years >55 Years 18-55 Years >55 Years 
Redness 
n@ 0 1 0 (0) 
Mean (SD) NE (NE) 1.0 (NE) NE (NE) NE (NE) 
Median NE 1.0 NE NE 
Min, max (NE, NE) d, 1) (NE, NE) (NE, NE) 
Swelling 
n@ 0 1 0 3 
Mean (SD) NE (NE) 2.0°GNE) NE (NE) 1.3 (0.58) 
Median NE 2.0 NE 1.0 
Min, max (NE, NE) (2, 2) (NE, NE) (1, 2) 


n* 14 19 15 37 
Mean (SD) 1.60.94) 1.8 (0.90) 1.9 (0.99) 1.7 (0.57) 
Median 1.0 2.0 2.0 2.0 
Min, max (4) (1, 5) (1, 4) (1, 3) 
Any local reaction? 

n* 14 19 15 38 
Mean (SD) 1.6 (0.94) 1.8 (0.90) 1.9 (0.99) 1.7 (0.58) 
Median 1.0 2.0 2.0 2.0 
Min, max (1, 4) (1, 5) (1, 4) (1, 3) 


Abbreviation: NE = not estimable. 

Note: Day of onset is the fizst day the specified reaction was reported. 

a. n= Number of subjects reporting the specified reaction, with each subject counted only once per reaction. 

b. Any local reactigy: any redness >2.0 cm, any swelling >2.0 cm, or any pain at the injection site. 

PFIZER CONFIDENTIAL SDTM Creation: 13DEC2021 (22:49) Source Data: adfacevd Table Generation: 13JAN2022 
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14.49. Duration (Days) From First to Last Day of Local Reactions — Phase 3 — 
BNT162b2-Experienced Subjects Who Were Rerandomized to Receive 1 Booster Bose 
of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 ng) BNT162b2@10 pg) 

Local Reaction 18-55 Years >55 Years 18-55 Years >55 Years 
Redness 

n? 0 1 0 0 

Mean (SD) NE (NE) 4.0 (NE) NE (NE) NE (NE) 

Median NE 4.0 NE NE 

Min, max (NE, NE) (4, 4) (NE, NE) (NE, NE) 
Swelling 

n? 0 1 0 3 

Mean (SD) NE (NE) 2.0 NE) NE (NE) 1.3 (0.58) 

Median NE 2.0 NE 1.0 

Min, max (NE, NE) (2, 2) (NE, NE) (1, 2) 
Pain at the injection site 

n? 14 19 15 37 

Mean (SD) 2.390.99) 2.4 (1.86) 2.3 (1.54) 2.3 (1.54) 

Median 2.Q 2.0 2.0 2.0 


Min, max (6-4) (1, 9) (1, 6) (1, 8) 


Abbreviation: NE = not estimable. 

Note: Duration was calculated in days as tre difference from the start of the first reported reaction to the resolution of the 
last reported reaction, inclusive. 

Note: Reactions were recorded in the,¢lectronic diary (e-diary) from Day 1 through Day 7 after the booster dose. The 
resolution date for reactions lasting Jonger than 7 days was recorded on the subject's case report form. 

a. n= Number of subjects repOpting the specified reaction on any of the 7 days, including subjects with reactions of 
unknown duration. 
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14.50. Systemic Events, by Maximum Severity, Within 7 Days After Booster Dose — 
Phase 3 — BNT162b2-Experienced Subjects Who Were Rerandomized to Receive 4 
Booster Dose of BNT162b2 (Lower Dose) — Booster Safety Population 


Fever 
=38.0°C 
>38.0°C to 
38.4°C 


>38.4°C to 
38.9°C 


>38.9°C to 
40.0°C 


>40.0°C 
Fatigue 

Any 

Mild 

Moderate 

Severe 

Grade 4 


Headache‘ 
Any 
Mild 
Moderate 
Severe 
Grade 4 

Chills? 

Any 
Mild 
Moderate 
Severe 
Grad@t 

Vomiting? 
Any 
Mild 
Moderate 
Severe 
Grade 4 

Diarrhea‘ 


Any 
Mild 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) 


18-55 Years 
Systemic Event N? n>(%) (95% CI‘) 


25 0 
25 0 
25 0 
25 0 
25 0 


25 11 (44.0) (24.4, 65.1) 


25 5 (20.0) 
25 6 (24.0) 
25 «(0 
25 «(0 
25 6 (24.0) 
25 5 (20.0) 
25 1 (4.0) 
25 «(0 
25 «(0 
25 »28.0) 
2S’ 2 (8.0) 
2 (0 
25 «(0 
25 «(0 
25 «(0 
25 «(0 
25 «(0 
25 «(0 
25 «(0 
25 2(8.0) 
25 2(8.0) 


(0.0, 13.7) 
(0.0, 13.7) 


(0.0, 13.7) 
(0.0, 13.7) 


(0.0, 13.7) 


(6.8, 40.7) 
(9.4, 45.1) 
(0.0, 13.7) 
(0.0, 13.7) 


(9.4, 45.19 
(6.8, 40.7) 
(OxL, 20.4) 
©:0, 13.7) 
(0.0, 13.7) 


(1.0, 26.0) 
(1.0, 26.0) 
(0.0, 13.7) 
(0.0, 13.7) 
(0.0, 13.7) 


(0.0, 13.7) 
(0.0, 13.7) 
(0.0, 13.7) 
(0.0, 13.7) 
(0.0, 13.7) 


(1.0, 26.0) 
(1.0, 26.0) 


N*? n?(%) (95% CI) 


52: 
52 


52 


52 


52 


52 
52 
52 
52 
52, 


52 
52 
52 
52 
52 


52 
52 
52 
52 
52 


52 
52 
52 
52 
52 


52 
52 


>55 Years 


(0.0, 6.8) 25 
(0.0, 6.8) 25 


(0.0, 6.8) 25 
(0.0, 6.8) 3 


(H0, 68) 25 


14 (26:9) (°6, 41.0) 25 


845.4) 

5 (9.6) 

KA) 
0 


(6.9, 28.1) 25 
(3.2, 21.0) 25 
(0.0, 10.3) 25 
(0.0, 6.8) 25 


12 (23.1) (12.5, 36.8) 25 


8 (15.4) 
4 (7.7) 
0 
0 


6 (11.5) 
5 (9.6) 
1 (1.9) 


2 (3.8) 
0 


(6.9, 28.1) 25 
(2.1, 18.5) 25 
(0.0, 6.8) 25 
(0.0, 6.8) 25 


(4.4, 23.4) 25 
(3.2, 21.0) 25 
(0.0, 10.3) 25 
(0.0, 6.8) 25 
(0.0, 6.8) 25 


(0.5, 13.2) 25 
(0.0, 6.8) 25 
(0.5, 13.2) 25 
(0.0, 6.8) 25 
(0.0, 6.8) 25 


(0.5, 13.2) 25 
(0.0, 6.8) 25 


BNT162b2 (10g) 


18-55 Years 


15 (60.0) 
8 (32.0) 
6 (24.0) 
1 (4.0) 
0 


10 (40.0) 
5 (20.0) 
4 (16.0) 
1 (4.0) 
0 


6 (24.0) 
3 (12.0) 
3 (12.0) 


oooc}oc 


4 (16.0) 
4 (16.0) 
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(0-1, 20.4) 51 
(0.1, 20.4) 51 


(0.0, 13.7) 51 
(0.0, 13.7) 51 


(0.0, 13.7) 51 


(38.7, 78.9) 51 
(14.9, 53.5) 51 
(9.4, 45.1) 51 
(0.1, 20.4) 51 
(0.0, 13.7) 51 


(21.1, 61.3) 51 
(6.8, 40.7) 51 
(4.5, 36.1) 51 
(0.1, 20.4) 51 
(0.0, 13.7) 51 


(9.4, 45.1) 51 
(2.5, 31.2) 51 
(2.5, 31.2) 51 
(0.0, 13.7) 51 
(0.0, 13.7) 51 


(0.0, 13.7) 51 
(0.0, 13.7) 51 
(0.0, 13.7) 51 
(0.0, 13.7) 51 
(0.0, 13.7) 51 


(4.5, 36.1) 51 
(4.5, 36.1) 51 


>55 Years 


1 (2.0) 


1 (2.0) 


N*? n?(%) (95% CIS N* nP(%) (95% CI’) 


(0.0, 10.4) 
(0.0, 7.0) 


(0.0, 7.0) 
(0.0, 10.4) 


(0.0, 7.0) 


26 (51.0) (36.6, 65.2) 
15 (29.4) (17.5, 43.8) 


10 (19.6) 
1 (2.0) 
0 


(9.8, 33.1) 
(0.0, 10.4) 
(0.0, 7.0) 


19 (37.3) (24.1, 51.9) 
12 (23.5) (12.8, 37.5) 


7 (13.7) 
0 
0 


(5.7, 26.3) 
(0.0, 7.0) 
(0.0, 7.0) 


11 (21.6) (11.3, 35.3) 


7 (13.7) 
4 (7.8) 


oooc.;}c( 


1 (2.0) 
1 (2.0) 


(5.7, 26.3) 
(2.2, 18.9) 
(0.0, 7.0) 
(0.0, 7.0) 


(0.0, 7.0) 
(0.0, 7.0) 
(0.0, 7.0) 
(0.0, 7.0) 
(0.0, 7.0) 


(0.0, 10.4) 
(0.0, 10.4) 
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14.50. Systemic Events, by Maximum Severity, Within 7 Days After Booster Dose — 
Phase 3 — BNT162b2-Experienced Subjects Who Were Rerandomized to Receive 1 
Booster Dose of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 
BNT162b2 (5 pg) BNT162b2 (10 pg) 


18-55 Years >55 Years 18-55 Years =55 Years 
Systemic Event N? n>(%) (95% CIS) N* n>(%) (95% CI) N@ n>(%) (95% CI*) N?esP(%) (95% CI) 


Moderate 25 0  (0.0,13.7) 52 2(3.8) (0.5,13.2) 25 0 (0.0,13.Hr51 0 (0.0, 7.0) 
Severe 25 0  (0.0,13.7) 52. 0 (0.0,6.8) 25 0 (00,137) 51 0 (0.0, 7.0) 
Graded 25 0 (0.0,13.7) 52. 0 (0.0,6.8) 25 0  (0.0p13.7) 51 0 (0.0, 7.0) 


New or 

worsened 

muscle pain‘ 
Any 25 6(24.0) (9.4,45.1) 52 7(13.5) (5.6, 25.8) 25 7428.0) (12.1, 49.4) 51 7 (13.7) (5.7, 26.3) 
Mild 25 6(24.0) (9.4, 45.1) 52 6(11.5) (4.4, 23.4) 25(16.0) (4.5, 36.1) 51 3(5.9) (1.2, 16.2) 


Moderate 25 0  (0.0,13.7) 52 1(1.9) (0.0, 10.3) 33°3 (12.0) (2.5, 31.2) 51 4(7.8) (2.2, 18.9) 
Severe 25 0 (0.0,13.7) 52. 0 (0, 6.9.25 0 (0.0,13.7) 51 0 (0.0, 7.0) 
Grade4 25 «0~——s (0.0, 13.7) 52 s«OO (0.0,63) 25 0  (0.0,13.7) 51 0 (0.0, 7.0) 


New or 

worsened joint 

pain4 
Any 25 1(4.0) (0.1, 20.4) 52 0 (0.0, 6.8) 25 5 (20.0) (6.8, 40.7) 51 7 (13.7) (5.7, 26.3) 
Mild 25 1(4.0) (0.1, 20.4) 52 0 (0.0,6.8) 25 2(8.0) (1.0, 26.0) 51 4(7.8) (2.2, 18.9) 


Moderate 25 0 (0.0,13.7) 5260 (0.0, 6.8) 25 3(12.0) (2.5, 31.2) 51 3(5.9) (1.2, 16.2) 
Severe 25 0  (0.0,13.7) 52 0 (0.0,6.8) 25 0 (0.0,13.7) 51 0 (0.0, 7.0) 
Grade4 250s (0.0, 13. BSS2-—s—OO (0.0,6.8) 25 0  (0.0,13.7) 51 0 (0.0, 7.0) 


Any systemic 25 16 (64.0) (42.5,,82:0) 52 18 (34.6) (22.0, 49.1) 25 18 (72.0) (50.6, 87.9) 51 32 (62.7) (48.1, 75.9) 
event® 


Use of 25 4(16.0) G*5, 36.1) 52 8(15.4) (6.9, 28.1) 25 7 (28.0) (12.1, 49.4) 51 12 (23.5) (12.8, 37.5) 
antipyretic or 
pain medication" 
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14.50. Systemic Events, by Maximum Severity, Within 7 Days After Booster Dose — 
Phase 3 — BNT162b2-Experienced Subjects Who Were Rerandomized to Receive 1 
Booster Dose of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 
BNT162b2 (5 pg) BNT162b2 (10 pg) 


18-55 Years >55 Years 18-55 Years =55 Years 
Systemic Event N? n>(%) (95% CIS) N* n>(%) (95% CI) N@ n>(%) (95% CI*) N?esP(%) (95% CI) 


Note: Events and use of antipyretic or pain medication were collected in the electronic diary (g-diary) from Day 1| through 
Day 7 after the booster dose. 

Note: Grade 4 events were classified by the investigator or medically qualified person. 

a. N=number of subjects reporting at least 1 yes or no response for the specified event after the specified dose. 

b. n=Number of subjects with the specified characteristic. 

c. Exact 2-sided CI based on the Clopper and Pearson method. 

d. Mild: does not interfere with activity; moderate: some interference with acttyity; severe: prevents daily activity; 
Grade 4: emergency room visit or hospitalization for severe fatigue, severe headache, severe chills, severe muscle pain, or 
severe joint pain. 

e. Mild: 1 to 2 times in 24 hours; moderate: >2 times in 24 hours; sevefe: requires intravenous hydration; Grade 4: 
emergency room visit or hospitalization for severe vomiting. 

f. Mild: 2 to 3 loose stools in 24 hours; moderate: 4 to 5 loose stoéis in 24 hours; severe: 6 or more loose stools in 24 
hours; Grade 4: emergency room visit or hospitalization for severesdiarrhea. 

g. Any systemic event: any fever =>38.0°C, any fatigueé\any vemiting, any chills, any diarrhea, any headache, any new or 
worsened muscle pain, or any new or worsened joint pain. 

h. Severity was not collected for use of antipyretiz;Or paitrmedication. 

PFIZER CONFIDENTIAL SDTM Creation: 13D%C2024M(22:49) Source Data: adfacevd Table Generation: 16JAN2022 
(21:42) 

(Data Cutoff Date: 22NOV2021, Database SnapshemDate: 10ODEC2021) Output File: 

/nda2_unblinded/C4591001_G4 LD/adce_s020<e4 6m 
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14.51. Onset Days for Systemic Events — Phase 3 — BNT162b2-Experienced Subjects 
Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) = 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT16282 (10 pg) 


Systemic Event 18-55 Years >55 Years 18-55 Years >55 Years 
Fever (=38.0°C) 
n@ (0) 0 1 1 
Mean (SD) NE (NE) NE (NE) 2.0 (NE) 2.0 (NE) 
Median NE NE 2.0 2.0 
Min, max (NE, NE) (NE, NS) (2, 2) (2, 2) 
Fatigue 
n@ 11 14 15 26 
Mean (SD) 1.9 (0.94) 2.4 (1.65) 2.1 (1.03) 2.1 (1.13) 
Median 2.0 2.0 2.0 2.0 
Min, max (44) (1, 7) (1, 4) (1, 5) 
Headache 
n* 6 12 10 19 
Mean (SD) 2@ (1.76) 2.0 (0.85) 2.3 (1.49) 1.8 (0.50) 
Median 2.0 2.0 2.0 2.0 
Min, max (1, 6) (1, 4) (1, 6) (1, 3) 
Chills 
n* 2: 6 6 11 
Mean (SD) 1.0 (0.00) 3.0 (1.26) 2.0 (0.63) 2.1 (0.54) 
Median 1.0 2.5 2.0 2.0 
Min, max (1, 1) (2, 5) (1, 3) (1, 3) 
Vomiting 
n* 0 2: (0) (0) 
Mean (SD) NE (NE) 3.5 (0.71) NE (NE) NE (NE) 
Median NE 3.5 NE NE 
Min, max (NE, NE) (3, 4) (NE, NE) (NE, NE) 
Diarrhea 
n* 2 2 4 1 
MearX¢SD) 2.0 (1.41) 5.5 (0.71) 4.3 (2.50) 3.0 (NE) 
Médian 2.0 5.5 4.5 3.0 
Min, max (1, 3) (5, 6) (1, 7) (3, 3) 


New or worsened muscle pain 


n* 6 7 7 7 
Mean (SD) 2.0 (0.00) 2.1 (0.90) 2.0 (0.58) 2.3 (0.95) 
Median 2.0 2.0 2.0 2.0 
Min, max (2, 2) (1, 4) (1, 3) (1, 4) 
New or worsened joint pain 
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14.51. Onset Days for Systemic Events — Phase 3 — BNT162b2-Experienced Subjects 
Who Were Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2 (10 fig) 
Systemic Event 18-55 Years >55 Years 18-55 Years >55 Years 
n? 1 0 5 7 
Mean (SD) 2.0 (NE) NE (NE) 1.85(6.45) 2.7 (1.11) 
Median 2.0 NE 2.0 2.0 
Min, max (2, 2) (NE, NE) (1, 2) (2, 5) 
Any systemic event? 
n* 16 18 18 32 
Mean (SD) 2.1 (1.34) 2.1 (1,023 1.9 (1.02) 2.1 (1.19) 
Median 2.0 2 2.0 2.0 
Min, max (1, 6) qi, 5) (1, 4) (1, 5) 
Use of antipyretic or pain medication 
n? 4 8 7 12 
Mean (SD) 3.5491) 2.4 (1.19) 2.6 (1.40) 2.5 (1.45) 
Median 3.0 2.0 2.0 2.0 
Min, max (286) (1, 5) (1, 5) (1, 5) 


Abbreviation: NE = not estimable. 

Note: Day of onset is the first day the specified’ everiPwas reported. 

a. n=Number of subjects reporting the specified event, with each subject counted only once per event. 

b. Any systemic event: any fever >38.0°C, any fatigue, any vomiting, any chills, any diarrhea, any headache, any new or 
worsened muscle pain, or any new or worsenéd joint pain. 

PFIZER CONFIDENTIAL SDTM Creatign: 13DEC2021 (22:49) Source Data: adfacevd Table Generation: 13JAN2022 
(22:02) 

(Data Cutoff Date: 22NOV2021, Database Snapshot Date: 10DEC2021) Output File: 

/nda2_unblinded/C4591001_G4 XD/adce_s060_g¢4 6m 
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14.52. Duration (Days) From First to Last Day of Systemic Events — Phase 3 — 
BNT162b2-Experienced Subjects Who Were Rerandomized to Receive 1 Booster Bose 
of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT16282 (10 pg) 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Systemic Event 18-55 Years >55 Years 18-55 Years >55 Years 
Fever (=38.0°C) 
n@ 0 0 1 1 
Mean (SD) NE (NE) NE (NE) 1.0 (NE) 2.0 (NE) 
Median NE NE 1.0 2.0 
Min, max (NE, NE) (NE, NS) (i, 1) (2, 2) 
Fatigue 
n@ 11 14 15 26 
Mean (SD) 2.3 (2.00) 3:4 (5.09) 2.3 (2.19) 2.7 (2.23) 
Median 1.0 1.5 1.0 2.0 
Min, max (Elays) (1, 20) (1, 7) (1, 8) 
Headache 
n* 4 12 10 19 
Mean (SD) 21.86) 3.8 (5.32) 2.0 (1.15) 1.9 (1.15) 
Median 2.0 2.0 1.5 2.0 
Min, max (1, 5) (1, 20) (1, 4) (1, 5) 
Chills 
n* 2 6 6 11 
Mean (SD) 1.5 (0.71) 1.0 (0.00) 1.5 (0.84) 1.8 (1.83) 
Median 1.5 1.0 1.0 1.0 
Min, max (1, 2) (1, 1) (1, 3) (1, 7) 
Vomiting 
n* 0 2 0 0 
Mean (SD) NE (NE) 3.5 (2.12) NE (NE) NE (NE) 
Median NE 3.5 NE NE 
Min, max (NE, NE) (2, 5) (NE, NE) (NE, NE) 
Diarrhea 
n* 2 2 4 1 
MearX¢SD) 1.0 (0.00) 1.0 (0.00) 1.3 (0.50) 1.0 (NE) 
Médian 1.0 1.0 1.0 1.0 
Min, max (1, 1) (1, 1) (1, 2) d, 1) 


New or worsened muscle pain 


n* 6 L 7 7 
Mean (SD) 1.3 (0.52) 1.4 (0.79) 1.7 (0.49) 1.6 (0.79) 
Median 1.0 1.0 2.0 1.0 
Min, max (1, 2) (1, 3) (1, 2) (1, 3) 
New or worsened joint pain 
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14.52. Duration (Days) From First to Last Day of Systemic Events — Phase 3 — 
BNT162b2-Experienced Subjects Who Were Rerandomized to Receive 1 Booster Dose 
of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNT162b2 (19 fig) 
Systemic Event 18-55 Years >55 Years 18-55 Years >55 Years 
n? 1 0 5 7 
Mean (SD) 4.0 (NE) NE (NE) 1.46.55) 1.1 (0.38) 
Median 4.0 NE 1.0 1.0 
Min, max (4, 4) (NE, NE) (1, 2) (1, 2) 
Use of antipyretic or pain medication 
n* 4 8 7 12 
Mean (SD) 1.0 (0.00) 2.0 185 1.4 (0.53) 2.0 (1.76) 
Median 1.0 b.0 1.0 1.0 
Min, max (1, 1) (i, 5) (1, 2) (1, 7) 


Abbreviation: NE = not estimable. 

Note: Duration was calculated in days as the difference fronthe start of the first reported event to the resolution of the last 
reported event, inclusive. 

Note: Events and use of antipyretic or pain medication, were rg@orded in the electronic diary (e-diary) from Day | through 
Day 7 after the booster dose. The resolution date for. éyentsdasting longer than 7 days was recorded on the subject's case 
report form. 

a. n=Number of subjects reporting the specified event on any of the 7 days, including subjects with events of unknown 
duration. 

PFIZER CONFIDENTIAL SDTM Creation: 13DECZ021 (22:46) Source Data: adcevd Table Generation: 13JAN2022 
(22:02) 

(Data Cutoff Date: 22NOV2021, Database Suapshot Date: 10DEC2021) Output File: 

/nda2_unblinded/C4591001_G4 LD/adce,s040_¢4 6m 
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14.53. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects 12 Througi’15 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Vaccine Group (as Administered) 


Placebo 
@s"=1129) 

System Organ Class n> (%) (95% CI°) 
Preferred Term 

Any adverse event 2 (0.2) (0.0, 0.6) 

INFECTIONS AND INFESTATIONS 2 (0.2) (0.0, 0.6) 
Appendicitis 2 (0.2) (0.0, 0.6) 
Focal peritonitis 1 (0.1) (0.0, 0.5) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This valueis the déiominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence ofthe specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse evefit? 

c. Exact 2-sided CI, based on the Clopper and Pearsex methow’ 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (46:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output EM: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p 12 
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14.54. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects 12 Through 15 Years of Age — Safety Population 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagébo/BNT162b2 (30 ng) 
(N*=1131) (N?=1014) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 13 (1.1) (0/67 2.0) 13 (1.3) (0.7, 2.2) 
CARDIAC DISORDERS 0 60.0, 0.3) 1 (0.1) (0.0, 0.5) 
Myopericarditis 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 10.9 (0.0, 0.5) 0 (0.0, 0.4) 
Syringomyelia 1@A) (0.0, 0.5) 0 (0.0, 0.4) 
GASTROINTESTINAL DISORDERS 1 (0.1) (0.0, 0.5) 0 (0.0, 0.4) 
Abdominal pain 1 (0.1) (0.0, 0.5) 0 (0.0, 0.4) 
Constipation 1 (0.1) (0.0, 0.5) 0 (0.0, 0.4) 
INFECTIONS AND INFESTATIONS 2 (0.2) (0.0, 0.6) 3 (0.3) (0.1, 0.9) 
Appendicitis 1 (0.1) (0.0, 0.5) 2 (0.2) (0.0, 0.7) 
Anal abscess 1 (0.1) (0.0, 0.5) 0 (0.0, 0.4) 
Toxic shock syndrome 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
INJURY, POISONING AND PROCEDURAE 1 (0.1) (0.0, 0.5) 3 (0.3) (0.1, 0.9) 
COMPLICATIONS 
Femur fracture 1 (0.1) (0.0, 0.5) 0 (0.0, 0.4) 
Radius fracture 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
Traumatic renal injury 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
Ulna fracture 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
Upper limb fracture 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
NERVOUS SYSTEM BESORDERS 0 (0.0, 0.3) 2 (0.2) (0.0, 0.7) 
Epilepsy 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
Somnolence 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
PSYCHIATRIV DISORDERS 9 (0.8) (0.4, 1.5) 4 (0.4) (0.1, 1.0) 
Suicidahideation 4 (0.4) (0.1, 0.9) 1 (0.1) (0.0, 0.5) 
DepfeSsion 3 (0.3) (0.1, 0.8) 0 (0.0, 0.4) 
Staucide attempt 1 (0.1) (0.0, 0.5) 1 (0.1) (0.0, 0.5) 
‘Anorexia nervosa 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
Anxiety 1 (0.1) (0.0, 0.5) 0 (0.0, 0.4) 
Conversion disorder 1 (0.1) (0.0, 0.5) 0 (0.0, 0.4) 
Major depression 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
Psychotic disorder 0 (0.0, 0.3) 1 (0.1) (0.0, 0.5) 
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14.54. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects 12 Through 15 Years of Age — Safety Population 


Vaccine Group (as Administered} 


Original BNT162b2 (30 Original 
hg) Placebo/BNT162b2 (30 pg) 
(N*=1131) (N*=1014) 
System Organ Class n> (%) (95% CI°) nbVH) (95% CI) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For'any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/G4391001_CSR/adae_s130_sae_p23_d2b_ 12 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years;oi Age 
(Subjects Who Originally Received Placebo) — Safety Population 


Vaccine, Group (as 


Adniinistered) 
Placebo 
(N*=21911) 
System Organ Class n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 291 (1.3) (1.2, 1.5) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 4 (0.0) (0.0, 0.0) 
Thrombocytopenia 2 (0.0) (0.0, 0.0) 
Anaemia 1 (0.0) (0.0, 0.0) 
Microcytic anaemia 1 (0.0) (0.0, 0.0) 
Neutropenia 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 42 (0.2) (0.1, 0.3) 
Atrial fibrillation 9 (0.0) (0.0, 0.1) 
Myocardial infarction 7 (0.0) (0.0, 0.1) 
Acute coronary syndrome 3 (0.0) (0.0, 0.0) 
Acute myocardial infarction 3 (0.0) (0.0, 0.0) 
Coronary artery disease 3 (0.0) (0.0, 0.0) 
Aortic valve incompetence 2 (0.0) (0.0, 0.0) 
Cardiac arrest 2 (0.0) (0.0, 0.0) 
Angina unstable 1 (0.0) (0.0, 0.0) 
Arteriosclerosis coronary artery 1 (0.0) (0.0, 0.0) 
Arteriospasm coronary 1 (0.0) (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 
Cardiac failure acute 1 (0.0) (0.0, 0.0) 
Cardiac failure chroni¢ 1 (0.0) (0.0, 0.0) 
Cardiac failure coagestive 1 (0.0) (0.0, 0.0) 
Cardio-respiratofy arrest 1 (0.0) (0.0, 0.0) 
Coronary artery occlusion 1 (0.0) (0.0, 0.0) 
Junctionaléctopic tachycardia 1 (0.0) (0.0, 0.0) 
Mitral salve prolapse 1 (0.0) (0.0, 0.0) 
Pericardial haemorrhage 1 (0.0) (0.0, 0.0) 
Tachyarrhythmia 1 (0.0) (0.0, 0.0) 
Tachycardia 1 (0.0) (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 2 (0.0) (0.0, 0.0) 
Congenital bladder neck obstruction 1 (0.0) (0.0, 0.0) 
Congenital ureteropelvic junction obstruction 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.0) 
Vertigo 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 3 (0.0) (0.0, 0.0) 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of Age 


(Subjects Who Originally Received Placebo) — Safety Population 


System Organ Class 
Preferred Term 


Eye haemorrhage 
Retinal artery occlusion 


Visual impairment 


GASTROINTESTINAL DISORDERS 
Pancreatitis acute 
Small intestinal obstruction 
Abdominal pain upper 
Anal fistula 
Colitis ischaemic 
Constipation 
Diverticular perforation 
Diverticulum intestinal 
Gastrointestinal haemorrhage 
Gastrointestinal mucosa hyperaemia 
Hiatus hernia 
Tleus 
Inguinal hernia 
Intestinal obstruction 
Large intestine perforation 
Oesophageal food impaction: 
Oesophageal varices haemorrhage 
Pancreatic cyst 
Pancreatitis 
Retroperitoneal baematoma 
Salivary glandcalculus 
Umbilicaldyernia 
Volvulus 

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 
Ghést pain 
Death 
Influenza like illness 
Multiple organ dysfunction syndrome 


HEPATOBILIARY DISORDERS 
Cholecystitis acute 
Cholecystitis 
Cholecystitis chronic 
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Vaccine Grotip (as 


Administered) 
Fiacebo 
N*=21911) 
nbYH) (95% CI°) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
22 (0.1) (0.1, 0.2) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
4 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
7 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of Age 
(Subjects Who Originally Received Placebo) — Safety Population 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=21911) 
System Organ Class nb%) (95% CI’) 
Preferred Term 
Cholelithiasis 1 (0.0) (0.0, 0.0) 
Hepatocellular injury 1 (0.0) (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 
Anaphylactic shock 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 61 (0.3) (0.2, 0.4) 
COVID-19 13 (0.1) (0.0, 0.1) 
Appendicitis 9 (0.0) (0.0, 0.1) 
Pneumonia 8 (0.0) (0.0, 0.1) 
Urinary tract infection 5 (0.0) (0.0, 0.1) 
COVID-19 pneumonia 2 (0.0) (0.0, 0.0) 
Cellulitis 2 (0.0) (0.0, 0.0) 
Complicated appendicitis 2 (0.0) (0.0, 0.0) 
Meningitis bacterial 2 (0.0) (0.0, 0.0) 
Upper respiratory tract infection 2 (0.0) (0.0, 0.0) 
Abdominal abscess 1 (0.0) (0.0, 0.0) 
Appendicitis perforated 1 (0.0) (0.0, 0.0) 
Brain abscess 1 (0.0) (0.0, 0.0) 
Diabetic foot infection 1 (0.0) (0.0, 0.0) 
Diverticulitis 1 (0.0) (0.0, 0.0) 
Extradural abscess 1 (0.0) (0.0, 0.0) 
Gastroenteritis 1 (0.0) (0.0, 0.0) 
Gastroenteritis bacterial 1 (0.0) (0.0, 0.0) 
Osteomyelitis 1 (0.0) (0.0, 0.0) 
Peritonitis 1 (0.0) (0.0, 0.0) 
Peritonsillar ab$cess 1 (0.0) (0.0, 0.0) 
Pneumoni@aspiration 1 (0.0) (0.0, 0.0) 
Post progedural infection 1 (0.0) (0.0, 0.0) 
PostOperative wound infection 1 (0.0) (0.0, 0.0) 
Pyélonephritis 1 (0.0) (0.0, 0.0) 
Renal abscess 1 (0.0) (0.0, 0.0) 
Sepsis 1 (0.0) (0.0, 0.0) 
Septic shock 1 (0.0) (0.0, 0.0) 
Staphylococcal sepsis 1 (0.0) (0.0, 0.0) 
Subacute endocarditis 1 (0.0) (0.0, 0.0) 
Subcutaneous abscess 1 (0.0) (0.0, 0.0) 
Tooth infection 1 (0.0) (0.0, 0.0) 
Urosepsis 1 (0.0) (0.0, 0.0) 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of Age 


(Subjects Who Originally Received Placebo) — Safety Population 


System Organ Class 
Preferred Term 


INJURY, POISONING AND PROCEDURAL COMPLICATIONS 
Road traffic accident 
Foot fracture 
Humerus fracture 
Lower limb fracture 
Brain contusion 
Colon injury 
Concussion 
Craniocerebral injury 
Delayed recovery from anaesthesia 
Fall 
Femur fracture 
Flail chest 
Forearm fracture 
Head injury 
Hip fracture 
Ligament rupture 
Meniscus injury 
Multiple injuries 
Overdose 
Post procedural haematoma 
Post-traumatic pain 
Procedural haemorrhage 
Radius fracture 
Rib fracture 
Spinal cokatin injury 
Subdurahaematoma 
Toxicity to various agents 
T¢aumatic haemothorax 
Ulna fracture 


INVESTIGATIONS 
Blood glucose abnormal 
Blood pressure increased 
Hepatic enzyme increased 


Red blood cell morphology abnormal 
METABOLISM AND NUTRITION DISORDERS 
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Vaccine Grotip (as 


Administered) 
Fiacebo 
N?=21911) 
nbYH) (95% CI‘) 
26 (0.1) (0.1, 0.2) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
4 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
11 (0.1) (0.0, 0.1) 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of Age 
(Subjects Who Originally Received Placebo) — Safety Population 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N#=21911) 
System Organ Class nb%) (95% CI’) 
Preferred Term 
Hyperglycaemia 2 (0.0) (0.0, 0.0) 
Hypoglycaemia 2 (0.0) (0.0, 0.0) 
Type 2 diabetes mellitus 2 (0.0) (0.0, 0.0) 
Diabetes mellitus inadequate control 1 (0.0) (0.0, 0.0) 
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0) 
Hypocalcaemia 1 (0.0) (0.0, 0.0) 
Hypokalaemia 1 (0.0) (0.0, 0.0) 
Hyponatraemia 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE BISORDERS 15 (0.1) (0.0, 0.1) 
Osteoarthritis 6 (0.0) (0.0, 0.1) 
Arthralgia 2 (0.0) (0.0, 0.0) 
Intervertebral disc protrusion 2 (0.0) (0.0, 0.0) 
Cervical spinal stenosis 1 (0.0) (0.0, 0.0) 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 
Lumbar spinal stenosis 1 (0.0) (0.0, 0.0) 
Muscular weakness 1 (0.0) (0.0, 0.0) 
Psoriatic arthropathy 1 (0.0) (0.0, 0.0) 
Spondylolisthesis 1 (0.0) (0.0, 0.0) 
Thoracic spinal stenosis 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 46 (0.2) (0.2, 0.3) 
POLYPS) 
Malignant melanoma 5 (0.0) (0.0, 0.1) 
Breast cancer 4 (0.0) (0.0, 0.0) 
Uterine leiomyonta 4 (0.0) (0.0, 0.0) 
Basal cell carciioma 2 (0.0) (0.0, 0.0) 
Intraductahéfoliferative breast lesion 2 (0.0) (0.0, 0.0) 
InvasiyeMductal breast carcinoma 2 (0.0) (0.0, 0.0) 
Lungyadenocarcinoma 2 (0.0) (0.0, 0.0) 
Metastases to lymph nodes 2 (0.0) (0.0, 0.0) 
Pancreatic carcinoma 2 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 2 (0.0) (0.0, 0.0) 
Prostate cancer 2 (0.0) (0.0, 0.0) 
B-cell lymphoma 1 (0.0) (0.0, 0.0) 
Biliary cancer metastatic 1 (0.0) (0.0, 0.0) 
Bladder cancer 1 (0.0) (0.0, 0.0) 
Breast cancer stage I 1 (0.0) (0.0, 0.0) 
Chronic myeloid leukaemia 1 (0.0) (0.0, 0.0) 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of Age 
(Subjects Who Originally Received Placebo) — Safety Population 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N#=21911) 
System Organ Class nb%) (95% CI’) 
Preferred Term 
Clear cell renal cell carcinoma 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 1 (0.0) (0.0, 0.0) 
Lobular breast carcinoma in situ 1 (0.0) (0.0, 0.0) 
Metastases to liver 1 (0.0) (0.0, 0.0) 
Neuroendocrine tumour 1 (0.0) (0.0, 0.0) 
Non-Hodgkin's lymphoma recurrent 1 (0.0) (0.0, 0.0) 
Oropharyngeal cancer recurrent 1 (0.0) (0.0, 0.0) 
Pancreatic neuroendocrine tumour 1 (0.0) (0.0, 0.0) 
Papillary serous endometrial carcinoma 1 (0.0) (0.0, 0.0) 
Parathyroid tumour benign 1 (0.0) (0.0, 0.0) 
Pituitary tumour benign 1 (0.0) (0.0, 0.0) 
Polycythaemia vera 1 (0.0) (0.0, 0.0) 
Squamous cell carcinoma of head and neck’ 1 (0.0) (0.0, 0.0) 
Teratoma 1 (0.0) (0.0, 0.0) 
Transitional cell carcinoma 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 25 (0.1) (0.1, 0.2) 
Syncope 5 (0.0) (0.0, 0.1) 
Transient ischaemic attack 3 (0.0) (0.0, 0.0) 
Ischaemic stroke 2 (0.0) (0.0, 0.0) 
Spinal cord compression 2 (0.0) (0.0, 0.0) 
Amnesia 1 (0.0) (0.0, 0.0) 
Amyotrophic lateral scferosis 1 (0.0) (0.0, 0.0) 
Cerebral infarction 1 (0.0) (0.0, 0.0) 
Cerebrovascularavcident 1 (0.0) (0.0, 0.0) 
Cervicogeniciieadache 1 (0.0) (0.0, 0.0) 
DementiaAdzheimer's type 1 (0.0) (0.0, 0.0) 
Dizziness 1 (0.0) (0.0, 0.0) 
Guillain-Barre syndrome 1 (0.0) (0.0, 0.0) 
Haemorrhagic stroke 1 (0.0) (0.0, 0.0) 
Hemiplegic migraine 1 (0.0) (0.0, 0.0) 
Intraventricular haemorrhage 1 (0.0) (0.0, 0.0) 
Paraesthesia 1 (0.0) (0.0, 0.0) 
Subarachnoid haemorrhage 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 6 (0.0) (0.0, 0.1) 
Abortion spontaneous 3 (0.0) (0.0, 0.0) 
Abortion incomplete 1 (0.0) (0.0, 0.0) 
Abortion spontaneous incomplete 1 (0.0) (0.0, 0.0) 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of Age 
(Subjects Who Originally Received Placebo) — Safety Population 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=21911) 
System Organ Class nbY%) (95% CI°) 
Preferred Term 
Retained products of conception 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 10 (0.0) (0.0, 0.1) 
Bipolar disorder 2 (0.0) (0.0, 0.0) 
Major depression 2 (0.0) (0.0, 0.0) 
Suicidal ideation 2 (0.0) (0.0, 0.0) 
Affective disorder 1 (0.0) (0.0, 0.0) 
Alcohol abuse 1 (0.0) (0.0, 0.0) 
Alcohol withdrawal syndrome 1 (0.0) (0.0, 0.0) 
Depression 1 (0.0) (0.0, 0.0) 
Depression suicidal 1 (0.0) (0.0, 0.0) 
Drug dependence 1 (0.0) (0.0, 0.0) 
Panic attack 1 (0.0) (0.0, 0.0) 
Psychotic disorder 1 (0.0) (0.0, 0.0) 
Suicide attempt 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 7 (0.0) (0.0, 0.1) 
Nephrolithiasis 6 (0.0) (0.0, 0.1) 
Hydronephrosis 1 (0.0) (0.0, 0.0) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 8 (0.0) (0.0, 0.1) 
Adnexal torsion 2 (0.0) (0.0, 0.0) 
Adenomyosis 1 (0.0) (0.0, 0.0) 
Benign prostatic hyperplasia 1 (0.0) (0.0, 0.0) 
Breast hyperplasia 1 (0.0) (0.0, 0.0) 
Endometriosis 1 (0.0) (0.0, 0.0) 
Ovarian mass 1 (0.0) (0.0, 0.0) 
Rectocele 1 (0.0) (0.0, 0.0) 
Vaginal prolapse 1 (0.0) (0.0, 0.0) 
RESPIRAFORY, THORACIC AND MEDIASTINAL DISORDERS 15 (0.1) (0.0, 0.1) 
Puimonary embolism 7 (0.0) (0.0, 0.1) 
Acute respiratory failure 2 (0.0) (0.0, 0.0) 
Asthmatic crisis 1 (0.0) (0.0, 0.0) 
Dyspnoea 1 (0.0) (0.0, 0.0) 
Hypoxia 1 (0.0) (0.0, 0.0) 
Interstitial lung disease 1 (0.0) (0.0, 0.0) 
Pneumothorax 1 (0.0) (0.0, 0.0) 
Pulmonary mass 1 (0.0) (0.0, 0.0) 
Respiratory arrest 1 (0.0) (0.0, 0.0) 
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14.55. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by System Organ Class and Preferred Term — 
Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of Age 
(Subjects Who Originally Received Placebo) — Safety Population 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=21911) 
System Organ Class nbY%) (95% CI°) 
Preferred Term 
Respiratory failure 1 (0.0) (0.0, 0.0) 
SOCIAL CIRCUMSTANCES 1 (0.0) (0.0, 0.0) 
Miscarriage of partner 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 13 (0.1) (0.0, 0.1) 
Deep vein thrombosis 4 (0.0) (0.0, 0.0) 
Aortic stenosis 2 (0.0) (0.0, 0.0) 
Orthostatic hypotension 2 (0.0) (0.0, 0.0) 
Accelerated hypertension 1 (0.0) (0.0, 0.0) 
Aortic dissection 1 (0.0) (0.0, 0.0) 
Hypertensive emergency 1 (0.0) (0.0, 0.0) 
Peripheral artery stenosis 1 (0.0) (0.0, 0.0) 
Superficial vein thrombosis 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary apftied. 

a. N=number of subjects in the specified groyp>This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least. /“éccurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of anyadverse event. 

c. Exact 2-sided CI, based on the Cloppéiand Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p 
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14.56. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =>16 Years of Age — Safety Population 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Placebo/BNT162b2 (30 
(N*=21910) ug) 
(N?=20267) 
System Organ Class n’(%) =(95%ET) n> (%) (95% CI) 
Preferred Term 
Any adverse event 428 (2.QS° (1.8, 2.1) 353 (1.7) (1.6, 1.9) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 4 (020) (0.0, 0.0) 7 (0.0) (0.0, 0.1) 
Anaemia IN«O.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Febrile neutropenia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Anaemia macrocytic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Blood loss anaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lymphadenitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pancytopenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
CARDIAC DISORDERS 64(0.3) (0.2, 0.4) 43 (0.2) (0.2, 0.3) 
Acute myocardial infarction 13 (0.1) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Atrial fibrillation 7 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1) 
Myocardial infarction 6 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1) 
Cardiac failure congestive 5 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1) 
Cardiac arrest 6 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Coronary artery disease 6 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Acute coronary syndrome 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Angina pectoris 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Angina unstable 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cardio-respiratoy arrest 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Ventricular taehycardia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute left@entricular failure 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Coronaty artery occlusion 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hyp@rtensive heart disease 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myocardial ischaemia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Palpitations 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pericarditis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ventricular fibrillation 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Accelerated idioventricular rhythm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Atrial flutter 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Atrioventricular block complete 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
Hg) Placeljo/BNT162b2 (30 
(N*=21910) pg) 
(N*=20267) 
System Organ Class n(%) (95% CI) mn (%) (95% CI) 


Preferred Term 
Cardiovascular disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Conduction disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Coronary artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ischaemic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
9 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 


Mitral valve incompetence 
Postural orthostatic tachycardia syndrome 


Sinus node dysfunction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Supraventricular extrasystoles 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ventricular extrasystoles 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
BRCA1 gene mutation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Heart disease congenital 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypertrophic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Vertigo 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
ENDOCRINE DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Goitre 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
EYE DISORDERS 6 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Diplopia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Blindness unilateral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Choroidal neovaspularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Eyelid ptosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ophthalmic.véin thrombosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Optic ischatmic neuropathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Retinahdetachment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Retinal tear 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Visual impairment 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 38 (0.2) (0.1, 0.2) 29 (0.1) (0.1, 0.2) 
Small intestinal obstruction 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Intestinal obstruction 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Pancreatitis acute 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatitis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal adhesions 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N*=20267) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI) 
Preferred Term 
Colitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Constipation 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastritis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastrooesophageal reflux disease 1 09) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Inguinal hernia 260.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lower gastrointestinal haemorrhage (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Obstructive pancreatitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal compartment syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal pain upper 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colitis ulcerative 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dental cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Diarrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Duodenal obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Duodenal ulcer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Enterocolitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Food poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastric perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastric ulcer haemorthage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastrointestinal n@srosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Haemorrhoida/haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Haemorrhogds 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hiatus heriiia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Impaired gastric emptying 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ingatcerated inguinal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal ischaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Intestinal perforation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal strangulation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal ulcer perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Nausea 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Oesophageal stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatitis necrotising 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Peptic ulcer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N?=21910) Hg) 
(N*=20267) 
System Organ Class m(%) = (95% CI) n (%) (95% CI) 
Preferred Term 
Rectal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Splenic artery aneurysm 1 (0.0) (9.0, 0.0) 0 (0.0, 0.0) 
Upper gastrointestinal haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Vomiting 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE KNO.1) (0.0, 0.1) 12 (0.1) (0.0, 0.1) 
CONDITIONS 
Chest pain 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Non-cardiac chest pain 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Drug withdrawal syndrome 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Death 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Asthenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Electrocution 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Fatigue 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypothermia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Impaired healing 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pyrexia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Shoulder injury related to vaccin@administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Sudden death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Treatment noncompliance 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
HEPATOBILIARY DIS@RDERS 20(0.1) = (0.1, 0.1) 13 (0.1) (0.0, 0.1) 
Cholelithiasis 6 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Cholecystitis awute 7 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Cholecystits 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Bile duetstone 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Biliaxycolic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Agate hepatic failure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Autoimmune hepatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Biliary dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cholangitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cholelithiasis obstructive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hepatitis acute 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Portal vein thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Portosplenomesenteric venous thrombosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
PFIZER CONFIDENTIAL 


Page 267 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N*=20267) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI) 
Preferred Term 
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anaphylactoid reaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Drug hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypersensitivity 1 (0:9) (0.0, 0.0) 0 (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 74N0.3) (0.3, 0.4) 49 (0.2) (0.2, 0.3) 
Appendicitis 19 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Pneumonia 6 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1) 
Diverticulitis 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Urinary tract infection 3 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Sepsis 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Gastroenteritis 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Appendicitis perforated 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Cellulitis 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
COVID-19 pneumonia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Clostridium difficile colitis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumonia aspiration 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pyelonephritis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Septic shock 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Liver abscess 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Meningitis bacterial 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pelvic abscess 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Peritonitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postoperative wenrid infection 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
PyelonephritisAcute 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Urosepsis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscéss 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess limb 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Acquired immunodeficiency syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arthritis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bacteraemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bacterial sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
COVID-19 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Campylobacter gastroenteritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
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Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N?=20267) 
System Organ Class m(%) = (95% CI) n (%) (95% CI) 
Preferred Term 
Cellulitis staphylococcal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cholecystitis infective 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Clostridium difficile infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Device related infection 1 09) (0.0, 0.0) 0 (0.0, 0.0) 
Emphysematous cholecystitis 1.0) (0.0, 0.0) 0 (0.0, 0.0) 
Empyema (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endocarditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Focal peritonitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gangrene 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
HIV infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Herpes zoster oticus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Infected bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Kidney infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Labyrinthitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lower respiratory tract infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mastoiditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pelvic inflammatory disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Penile infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peritonsillar abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pneumonia pneumogoxcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Post procedural irffection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Postoperative auscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratoryyncytial virus bronchiolitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratory tract infection viral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Septienarthritis staphylococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Shigella sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Skin candida 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subcutaneous abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subdiaphragmatic abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Suspected COVID-19 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tinea pedis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 36(0.2) (0.1, 0.2) 41 (0.2) (0.1, 0.3) 
Ankle fracture 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
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System Organ Class n’(%) = (95% CI) n? (%) (95% CI) 

Preferred Term 

Rib fracture 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Overdose 3 (0.0) (9.0, 0.0) 2 (0.0) (0.0, 0.0) 
Road traffic accident 4 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Facial bones fracture 2 (0:9) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Pelvic fracture 1.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Upper limb fracture 2% (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cervical vertebral fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Craniocerebral injury 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Fall 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Foot fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Fractured sacrum 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Head injury 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ligament rupture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lumbar vertebral fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Procedural pain 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Thoracic vertebral fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Tibia fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Traumatic intracranial haemorrhéye 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Wrist fracture 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Accidental overdose 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anastomotic compli¢ation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anastomotic stenQsis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Animal bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Arterial injwiy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arthroped bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Brainccuntusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Burris second degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Burns third degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clavicle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Concussion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Femur fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hand fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lower limb fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
Hg) Placeljo/BNT162b2 (30 
(N?=21910) Hg) 
(N?=20267) 
System Organ Class m(%) = (95% CI) n (%) (95% CI*) 
Preferred Term 
Meniscus injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Muscle contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Muscle rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Neck injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Open fracture 1.070) (0.0, 0.0) 0 (0.0, 0.0) 
Patella fracture (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Post procedural complication 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postoperative ileus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Procedural dizziness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Scapula fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Skin laceration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Splenic rupture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subdural haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tendon rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Traumatic liver injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ulna fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Blood lactic acid 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 8 (0.0) (0.0, 0.1) 9 (0.0) (0.0, 0.1) 
Diabetic ketoacidosis 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Hypokalaemia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hyponatreefiia 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Type 2-Habetes mellitus 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Fluidyetention 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hyperglycaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypoglycaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Malnutrition 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Obesity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 25(0.1) = (0.1, 0.2) 25 (0.1) (0.1, 0.2) 
DISORDERS 
Osteoarthritis 10(0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1) 
Intervertebral disc protrusion 4 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Arthritis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N?=21910) Hg) 
(N*=20267) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI) 
Preferred Term 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Back pain 1 (0.0) (9.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lumbar spinal stenosis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Muscular weakness 2 (0:9) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal stenosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Spondylolisthesis (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Arthralgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Costochondritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Intervertebral disc compression 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Musculoskeletal chest pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myalgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Osteochondritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pain in extremity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Rotator cuff syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal osteoarthritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Synovial cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANS, AND UNSPECIFIED 69 (0.3) (0.2, 0.4) 56 (0.3) (0.2, 0.4) 
(INCL CYSTS AND POLYPS) 
Prostate cancer 3 (0.0) (0.0, 0.0) 9 (0.0) (0.0, 0.1) 
Breast cancer 6 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.0) 
Invasive ductal breast gartinoma 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Adenocarcinoma of,€olon 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma @ancreas 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Breast cancer raetastatic 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Endometriabadenocarcinoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Intraductal’proliferative breast lesion 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Invasive lobular breast carcinoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Maitgnant melanoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Transitional cell carcinoma 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Uterine leiomyoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Acute myeloid leukaemia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Basal cell carcinoma 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bladder cancer 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast cancer stage I 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Follicular lymphoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lung adenocarcinoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N?=20267) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI*) 
Preferred Term 
Lung neoplasm malignant 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Oropharyngeal squamous cell carcinoma 1 (0.0) (9.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatic carcinoma metastatic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Testis cancer 1 (09) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma 9 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma gastric (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Adrenal gland cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Adrenal neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Angiosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Benign hydatidiform mole 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bladder cancer recurrent 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Borderline serous tumour of ovary 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Brain neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast cancer in situ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clear cell renal cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Colon cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colorectal adenoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cutaneous T-cell lymphoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ductal adenocarcinoma of-bancreas 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Endometrial cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gallbladder cancer stage II 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastric cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hepatic cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hormone regeptor positive breast cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypergamrnaglobulinaemia benign monoclonal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Laryngeal papilloma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ley¢hg cell tumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lipoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lung cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lymphocytic leukaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Mesothelioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to lung 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic gastric cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N?=20267) 
System Organ Class m(%) = (95% CI) n (%) (95% CI*) 
Preferred Term 
Metastatic malignant melanoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Mucoepidermoid carcinoma of salivary gland 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Neuroendocrine carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Non-small cell lung cancer stage HI 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Non-small cell lung cancer stage IV (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ovarian adenoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ovarian cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ovarian cancer stage I 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Plasma cell myeloma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Prostate cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Prostate cancer stage II 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Rhabdomyosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Skin cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Squamous cell carcinoma of the cervix 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Thyroid cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tonsil cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Transitional cell carcinoma regurrent 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uterine cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uterine leiomyosarcoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Vascular neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEMDISORDERS 34(0.2) (0.1, 0.2) 46 (0.2) (0.2, 0.3) 
Cerebrovascula?’ accident 5 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1) 
Syncope 3 (0.0) (0.0, 0.0) 7 (0.0) (0.0, 0.1) 
Transiext,ischaemic attack 3 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Ischaeinic stroke 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Subarachnoid haemorrhage 4 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Dizziness 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Seizure 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Toxic encephalopathy 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Idiopathic intracranial hypertension 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Neuropathy peripheral 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Optic neuritis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Amyotrophic lateral sclerosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aphasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N?=20267) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI*) 
Preferred Term 
Autonomic nervous system imbalance 0 (G0, 0.0) 1 (0.0) (0.0, 0.0) 
Brachial plexopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Brain stem infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Carotid artery aneurysm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Carotid artery stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Carpal tunnel syndrome (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Dural arteriovenous fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Encephalopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Haemorrhagic stroke 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypoaesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intracranial aneurysm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intracranial hypotension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Loss of consciousness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Myasthenia gravis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Paraesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peripheral nerve lesion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Presyncope 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Psychogenic seizure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Reversible cerebral vasgednstriction syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Sedation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Spinal cord haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Transient glob&bamnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uraemic eneephalopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 6 (0.0) (0.0, 0.1) 9 (0.0) (0.0, 0.1) 
Abortion spontaneous 6 (0.0) (0.0, 0.1) 8 (0.0) (0.0, 0.1) 
Ectopic pregnancy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 16(0.1) = (0.0, 0.1) 20 (0.1) (0.1, 0.2) 
Depression 4 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Suicidal ideation 0 (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Bipolar disorder 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Completed suicide 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Alcohol withdrawal syndrome 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Anxiety 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Drug abuse 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
Hg) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N?=20267) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI*) 
Preferred Term 
Major depression 0 (G0, 0.0) 2 (0.0) (0.0, 0.0) 
Psychotic disorder 1 (0.0) (9.0, 0.0) 1 (0.0) (0.0, 0.0) 
Suicide attempt 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute psychosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Alcohol abuse 1.070) (0.0, 0.0) 0 (0.0, 0.0) 
Alcoholism (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bipolar I disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Conversion disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Disorientation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hallucination 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mental disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Mental status changes 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Obsessive-compulsive disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Post-traumatic stress disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Suicidal behaviour 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 17(0.1) — (0.0, 0.1) 10 (0.0) (0.0, 0.1) 
Nephrolithiasis 9 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Acute kidney injury 3 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Ureterolithiasis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Renal colic 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Urinary retention 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Bladder prolapse 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Glomerulonephritss 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Renal vein thrambosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subcapsula?renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Urinarytract obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
REPROPUCTIVE SYSTEM AND BREAST DISORDERS 5 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Qvarian cyst 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abnormal uterine bleeding 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adnexal torsion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Benign prostatic hyperplasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast hyperplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endometrial thickening 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endometriosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Heavy menstrual bleeding 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Prostatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
Hg) Placeljo/BNT162b2 (30 
(N?=21910) Hg) 
(N?=20267) 
System Organ Class m(%) = (95% CI) n (%) (95% CI*) 
Preferred Term 
Uterine prolapse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS — 19 (0.1) = @(0.1, 0.1) 29 (0.1) (0.1, 0.2) 
Pulmonary embolism 5 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1) 
Acute respiratory failure 2 (0,09 (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Chronic obstructive pulmonary disease 48.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Asthma 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pleural effusion 0 (0.0, 0.0) 3 (0.0) (0.0, 0.0) 
Acute respiratory distress syndrome 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Dyspnoea exertional 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Interstitial lung disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumothorax 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Acute pulmonary oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Bronchospasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Diaphragmatic paralysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dyspnoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Nasal septum deviation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pleurisy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pulmonary sarcoidosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratory failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Diabetic foot 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pustular psoriasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
SOCIAL CIRCUMSTANCES 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Miscarriage of partner 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pregnancy of partner 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
SURGICAL AND MEDICAL PROCEDURES 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Firiger amputation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
WASCULAR DISORDERS 17(0.1) = (0.0, 0.1) 13 (0.1) (0.0, 0.1) 
Deep vein thrombosis 4 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Hypertension 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Arteriosclerosis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypertensive urgency 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Aortic dissection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.56. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by System Organ Class 
and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 — 
Subjects =16 Years of Age — Safety Population 


Vaccine Group (as Administeréi) 


Original BNT162b2 (30 Original 
ng) Placeljo/BNT162b2 (30 
(N*=21910) Hg) 
(N?=20267) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI*) 
Preferred Term 
Aortic stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypertensive crisis 1 (0.0) (9.0, 0.0) 0 (0.0, 0.0) 
Hypertensive emergency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypotension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypovolaemic shock 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Iliac artery dissection (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peripheral artery thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 


Thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This vaktte is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 océGrrenve‘of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any ad¥érse event. 

c. Exact 2-sided CI, based on the Clopper aiid Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10MA2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 283APR2023) OutpatFile: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b 
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14.57. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferved 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16é 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population\Age 
Group: 16-55 Years 


Vaccine Group (as 


“2dministered) 
Placebo 
(N?=13022) 
System Organ Class n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 124 (1.0) (0.8, 1.1) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 
Microcytic anaemia 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 12 (0.1) (0.0, 0.2) 
Atrial fibrillation 3 (0.0) (0.0, 0.1) 
Myocardial infarction 3 (0.0) (0.0, 0.1) 
Acute coronary syndrome 1 (0.0) (0.0, 0.0) 
Acute myocardial infarction 1 (0.0) (0.0, 0.0) 
Arteriospasm coronary 1 (0.0) (0.0, 0.0) 
Cardiac failure chronic 1 (0.0) (0.0, 0.0) 
Cardio-respiratory arrest 1 (0.0) (0.0, 0.0) 
Junctional ectopic tachycardia 1 (0.0) (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENEGIC DISORDERS 1 (0.0) (0.0, 0.0) 
Congenital ureteropelvic junction obstruction 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 1 (0.0) (0.0, 0.0) 
Visual impairment 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 8 (0.1) (0.0, 0.1) 
Pancreatitis acute 2 (0.0) (0.0, 0.1) 
Anal fistula 1 (0.0) (0.0, 0.0) 
Diverticular perforation 1 (0.0) (0.0, 0.0) 
Tleus 1 (0.0) (0.0, 0.0) 
Inguinal hefnia 1 (0.0) (0.0, 0.0) 
Oesophageal food impaction 1 (0.0) (0.0, 0.0) 
Oesophageal varices haemorrhage 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 2 (0.0) (0.0, 0.1) 
Death 1 (0.0) (0.0, 0.0) 
Influenza like illness 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISORDERS 5 (0.0) (0.0, 0.1) 
Cholecystitis acute 1 (0.0) (0.0, 0.0) 
Cholecystitis 1 (0.0) (0.0, 0.0) 
Cholecystitis chronic 1 (0.0) (0.0, 0.0) 
Cholelithiasis 1 (0.0) (0.0, 0.0) 
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14.57. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: 16-55 Years 


Vaccine Group (as 


Administered) 
Placebo 
(N*=13022) 
System Organ Class n? (%) (95% CI‘) 
Preferred Term 
Hepatocellular injury 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 26 (0.2) (0.1, 0.3) 
COVID-19 5 (0.0) (0.0, 0.1) 
Appendicitis 7 (0.1) (0.0, 0.1) 
Urinary tract infection 3 (0.0) (0.0, 0.1) 
Meningitis bacterial 2 (0.0) (0.0, 0.1) 
Upper respiratory tract infection 1 (0.0) (0.0, 0.0) 
Abdominal abscess 1 (0.0) (0.0, 0.0) 
Diabetic foot infection 1 (0.0) (0.0, 0.0) 
Gastroenteritis 1 (0.0) (0.0, 0.0) 
Gastroenteritis bacterial 1 (0.0) (0.0, 0.0) 
Pneumonia aspiration 1 (0.0) (0.0, 0.0) 
Postoperative wound infection 1 (0.0) (0.0, 0.0) 
Renal abscess 1 (0.0) (0.0, 0.0) 
Sepsis 1 (0.0) (0.0, 0.0) 
Urosepsis 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 12 (0.1) (0.0, 0.2) 
Foot fracture 1 (0.0) (0.0, 0.0) 
Humerus fracture 1 (0.0) (0.0, 0.0) 
Colon injury 1 (0.0) (0.0, 0.0) 
Craniocerebral injury 1 (0.0) (0.0, 0.0) 
Flail chest 1 (0.0) (0.0, 0.0) 
Forearm fractuge 1 (0.0) (0.0, 0.0) 
Ligament rupture 1 (0.0) (0.0, 0.0) 
Meniscus“yury 1 (0.0) (0.0, 0.0) 
Multipid injuries 1 (0.0) (0.0, 0.0) 
Overdose 1 (0.0) (0.0, 0.0) 
Procedural haemorrhage 1 (0.0) (0.0, 0.0) 
Toxicity to various agents 1 (0.0) (0.0, 0.0) 
Ulna fracture 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 1 (0.0) (0.0, 0.0) 
Red blood cell morphology abnormal 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 6 (0.0) (0.0, 0.1) 
Hypoglycaemia 2 (0.0) (0.0, 0.1) 
Type 2 diabetes mellitus 1 (0.0) (0.0, 0.0) 
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14.57. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: 16-55 Years 


Vaccine Group (as 


Administered) 
Placebo 
(N*=13022) 
System Organ Class n? (%) (95% CI‘) 
Preferred Term 
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0) 
Hypocalcaemia 1 (0.0) (0.0, 0.0) 
Hypokalaemia 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 5 (0.0) (0.0, 0.1) 
Intervertebral disc protrusion 2 (0.0) (0.0, 0.1) 
Muscular weakness 1 (0.0) (0.0, 0.0) 
Psoriatic arthropathy 1 (0.0) (0.0, 0.0) 
Spondylolisthesis 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPB@ IFIED’ INCL CYSTS AND 16 (0.1) (0.1, 0.2) 
POLYPS) 
Malignant melanoma 1 (0.0) (0.0, 0.0) 
Breast cancer 1 (0.0) (0.0, 0.0) 
Uterine leiomyoma 2 (0.0) (0.0, 0.1) 
Basal cell carcinoma 1 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.0) 
Invasive ductal breast carcinoma 2 (0.0) (0.0, 0.1) 
Metastases to lymph nodes 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 2 (0.0) (0.0, 0.1) 
B-cell lymphoma 1 (0.0) (0.0, 0.0) 
Chronic myeloid leukaemia 1 (0.0) (0.0, 0.0) 
Clear cell renal cell caréinoma 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 1 (0.0) (0.0, 0.0) 
Teratoma 1 (0.0) (0.0, 0.0) 
Transitional cell carcinoma 1 (0.0) (0.0, 0.0) 
NERVOUS SWSTEM DISORDERS 9 (0.1) (0.0, 0.1) 
Syncoyse 3 (0.0) (0.0, 0.1) 
Traiisient ischaemic attack 1 (0.0) (0.0, 0.0) 
Ischaemic stroke 1 (0.0) (0.0, 0.0) 
‘Amnesia 1 (0.0) (0.0, 0.0) 
Guillain-Barre syndrome 1 (0.0) (0.0, 0.0) 
Hemiplegic migraine 1 (0.0) (0.0, 0.0) 
Paraesthesia 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 6 (0.0) (0.0, 0.1) 
Abortion spontaneous 3 (0.0) (0.0, 0.1) 
Abortion incomplete 1 (0.0) (0.0, 0.0) 
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14.57. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: 16-55 Years 


Vaccine Group (as 


Administered) 
Placebo 
(N*=13022) 
System Organ Class n? (%) (95% CI‘) 
Preferred Term 
Abortion spontaneous incomplete 1 (0.0) (0.0, 0.0) 
Retained products of conception 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 6 (0.0) (0.0, 0.1) 
Major depression 1 (0.0) (0.0, 0.0) 
Suicidal ideation 2 (0.0) (0.0, 0.1) 
Alcohol abuse 1 (0.0) (0.0, 0.0) 
Depression 1 (0.0) (0.0, 0.0) 
Depression suicidal 1 (0.0) (0.0, 0.0) 
Suicide attempt 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 5 (0.0) (0.0, 0.1) 
Nephrolithiasis 5 (0.0) (0.0, 0.1) 
REPRODUCTIVE SYSTEM AND BREAST®ISORDERS 4 (0.0) (0.0, 0.1) 
Adnexal torsion 2 (0.0) (0.0, 0.1) 
Endometriosis 1 (0.0) (0.0, 0.0) 
Rectocele 1 (0.0) (0.0, 0.0) 
Vaginal prolapse 1 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC ANIEXMEDIASTINAL DISORDERS 4 (0.0) (0.0, 0.1) 
Pulmonary embolism 1 (0.0) (0.0, 0.0) 
Asthmatic crisis 1 (0.0) (0.0, 0.0) 
Hypoxia 1 (0.0) (0.0, 0.0) 
Respiratory arrest 1 (0.0) (0.0, 0.0) 
SOCIAL CIRCUMS;FANCES 1 (0.0) (0.0, 0.0) 
Miscarriage of\partner 1 (0.0) (0.0, 0.0) 
VASCULARGHSORDERS 5 (0.0) (0.0, 0.1) 
Deep vem thrombosis 3 (0.0) (0.0, 0.1) 
Aortic stenosis 1 (0.0) (0.0, 0.0) 
Aceelerated hypertension 1 (0.0) (0.0, 0.0) 


Nete: MedDRA (v25.1) coding dictionary applied. 

2. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p_ age 
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14.58. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: >55 Years 


Vaccine Group (as 


Adniinistered) 
Placebo 
(N?=8889) 
System Organ Class n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 167 (1.9) (1.6, 2.2) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 3 (0.0) (0.0, 0.1) 
Thrombocytopenia 2 (0.0) (0.0, 0.1) 
Anaemia 1 (0.0) (0.0, 0.1) 
Neutropenia 1 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 30 (0.3) (0.2, 0.5) 
Atrial fibrillation 6 (0.1) (0.0, 0.1) 
Myocardial infarction 4 (0.0) (0.0, 0.1) 
Acute coronary syndrome 2 (0.0) (0.0, 0.1) 
Acute myocardial infarction 2 (0.0) (0.0, 0.1) 
Coronary artery disease 3 (0.0) (0.0, 0.1) 
Aortic valve incompetence 2 (0.0) (0.0, 0.1) 
Cardiac arrest 2 (0.0) (0.0, 0.1) 
Angina unstable 1 (0.0) (0.0, 0.1) 
Arteriosclerosis coronary artery 1 (0.0) (0.0, 0.1) 
Bradycardia 1 (0.0) (0.0, 0.1) 
Cardiac failure acute 1 (0.0) (0.0, 0.1) 
Cardiac failure congestive 1 (0.0) (0.0, 0.1) 
Coronary artery occlusieh 1 (0.0) (0.0, 0.1) 
Mitral valve prolapse 1 (0.0) (0.0, 0.1) 
Pericardial haemorrhage 1 (0.0) (0.0, 0.1) 
Tachyarrhythmi# 1 (0.0) (0.0, 0.1) 
Tachycardia 1 (0.0) (0.0, 0.1) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 (0.0) (0.0, 0.1) 
Congenital bladder neck obstruction 1 (0.0) (0.0, 0.1) 
EAR_ AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.1) 
Vertigo 1 (0.0) (0.0, 0.1) 
EYE DISORDERS 2 (0.0) (0.0, 0.1) 
Eye haemorrhage 1 (0.0) (0.0, 0.1) 
Retinal artery occlusion 1 (0.0) (0.0, 0.1) 
GASTROINTESTINAL DISORDERS 14 (0.2) (0.1, 0.3) 
Pancreatitis acute 1 (0.0) (0.0, 0.1) 
Small intestinal obstruction 2 (0.0) (0.0, 0.1) 
Abdominal pain upper 1 (0.0) (0.0, 0.1) 
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14.58. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: >55 Years 


Vaccine Group (as 


Administered) 
Placebo 
(N?=8889) 
System Organ Class n’ (%) (95% CI‘) 
Preferred Term 
Colitis ischaemic 1 (0.0) (0.0, 0.1) 
Constipation 1 (0.0) (0.0, 0.1) 
Diverticulum intestinal 1 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.1) 
Gastrointestinal mucosa hyperaemia 1 (0.0) (0.0, 0.1) 
Hiatus hernia 1 (0.0) (0.0, 0.1) 
Intestinal obstruction 1 (0.0) (0.0, 0.1) 
Large intestine perforation 1 (0.0) (0.0, 0.1) 
Pancreatic cyst 1 (0.0) (0.0, 0.1) 
Pancreatitis 1 (0.0) (0.0, 0.1) 
Retroperitoneal haematoma 1 (0.0) (0.0, 0.1) 
Salivary gland calculus 1 (0.0) (0.0, 0.1) 
Umbilical hernia 1 (0.0) (0.0, 0.1) 
Volvulus 1 (0.0) (0.0, 0.1) 
GENERAL DISORDERS AND ADMINIS#RATION SITE CONDITIONS 2 (0.0) (0.0, 0.1) 
Chest pain 1 (0.0) (0.0, 0.1) 
Multiple organ dysfunction syndrdme 1 (0.0) (0.0, 0.1) 
HEPATOBILIARY DISORDERS 2 (0.0) (0.0, 0.1) 
Cholecystitis acute 2 (0.0) (0.0, 0.1) 
IMMUNE SYSTEM DISORDERS 1 (0.0) (0.0, 0.1) 
Anaphylactic shock 1 (0.0) (0.0, 0.1) 
INFECTIONS AND UNFESTATIONS 35 (0.4) (0.3, 0.5) 
COVID-19 8 (0.1) (0.0, 0.2) 
Appendicitis 2 (0.0) (0.0, 0.1) 
Pneumenia 8 (0.1) (0.0, 0.2) 
Urinary tract infection 2 (0.0) (0.0, 0.1) 
C@YVID-19 pneumonia 2 (0.0) (0.0, 0.1) 
Cellulitis 2 (0.0) (0.0, 0.1) 
Complicated appendicitis 2 (0.0) (0.0, 0.1) 
Upper respiratory tract infection 1 (0.0) (0.0, 0.1) 
Appendicitis perforated 1 (0.0) (0.0, 0.1) 
Brain abscess 1 (0.0) (0.0, 0.1) 
Diverticulitis 1 (0.0) (0.0, 0.1) 
Extradural abscess 1 (0.0) (0.0, 0.1) 
Osteomyelitis 1 (0.0) (0.0, 0.1) 
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14.58. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 

Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 


Group: >55 Years 


System Organ Class 
Preferred Term 


Peritonitis 

Peritonsillar abscess 
Post procedural infection 
Pyelonephritis 

Septic shock 
Staphylococcal sepsis 
Subacute endocarditis 
Subcutaneous abscess 
Tooth infection 


INJURY, POISONING AND PROCEDURAL COMPLICATIONS 

Road traffic accident 

Foot fracture 

Humerus fracture 

Lower limb fracture 

Brain contusion 

Concussion 

Delayed recovery from anaesthesia 

Fall 

Femur fracture 

Head injury 

Hip fracture 

Post procedural haematoma 

Post-traumatic payn 

Radius fracture 

Rib fracture 

Spinal eotumn injury 

Subdural haematoma 

Tfaumatic haemothorax 
INVESTIGATIONS 

Blood glucose abnormal 

Blood pressure increased 

Hepatic enzyme increased 
METABOLISM AND NUTRITION DISORDERS 

Hyperglycaemia 

Type 2 diabetes mellitus 
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Vaccine Group (as 


Administered) 
Placebo 
(N*=8889) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
14 (0.2) (0.1, 0.3) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
5 (0.1) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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14.58. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: >55 Years 


Vaccine Group (as 


Administered) 
Placebo 
(N?=8889) 
System Organ Class n’ (%) (95% CI‘) 
Preferred Term 
Diabetes mellitus inadequate control 1 (0.0) (0.0, 0.1) 
Hyponatraemia 1 (0.0) (0.0, 0.1) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 10 (0.1) (0.1, 0.2) 
Osteoarthritis 6 (0.1) (0.0, 0.1) 
Arthralgia 2 (0.0) (0.0, 0.1) 
Cervical spinal stenosis 1 (0.0) (0.0, 0.1) 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.1) 
Lumbar spinal stenosis 1 (0.0) (0.0, 0.1) 
Thoracic spinal stenosis 1 (0.0) (0.0, 0.1) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPEGINED (INCL CYSTS AND 30 (0.3) (0.2, 0.5) 
POLYPS) 
Malignant melanoma 4 (0.0) (0.0, 0.1) 
Breast cancer 3 (0.0) (0.0, 0.1) 
Uterine leiomyoma 2 (0.0) (0.0, 0.1) 
Basal cell carcinoma 1 (0.0) (0.0, 0.1) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.1) 
Lung adenocarcinoma 2 (0.0) (0.0, 0.1) 
Metastases to lymph nodes 1 (0.0) (0.0, 0.1) 
Pancreatic carcinoma 2 (0.0) (0.0, 0.1) 
Prostate cancer 2 (0.0) (0.0, 0.1) 
Biliary cancer metastatre 1 (0.0) (0.0, 0.1) 
Bladder cancer 1 (0.0) (0.0, 0.1) 
Breast cancer stage I 1 (0.0) (0.0, 0.1) 
Lobular breastearcinoma in situ 1 (0.0) (0.0, 0.1) 
Metastasesyto liver 1 (0.0) (0.0, 0.1) 
Neuroexdocrine tumour 1 (0.0) (0.0, 0.1) 
Non-Hodgkin's lymphoma recurrent 1 (0.0) (0.0, 0.1) 
QGropharyngeal cancer recurrent 1 (0.0) (0.0, 0.1) 
Pancreatic neuroendocrine tumour 1 (0.0) (0.0, 0.1) 
Papillary serous endometrial carcinoma 1 (0.0) (0.0, 0.1) 
Parathyroid tumour benign 1 (0.0) (0.0, 0.1) 
Pituitary tumour benign 1 (0.0) (0.0, 0.1) 
Polycythaemia vera 1 (0.0) (0.0, 0.1) 
Squamous cell carcinoma of head and neck 1 (0.0) (0.0, 0.1) 
NERVOUS SYSTEM DISORDERS 16 (0.2) (0.1, 0.3) 
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14.58. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: >55 Years 


Vaccine Group (as 


Administered) 
Placebo 
(N?=8889) 
System Organ Class n? (%) (95% CI‘) 
Preferred Term 
Syncope 2 (0.0) (0.0, 0.1) 
Transient ischaemic attack 2 (0.0) (0.0, 0.1) 
Ischaemic stroke 1 (0.0) (0.0, 0.1) 
Spinal cord compression 2 (0.0) (0.0, 0.1) 
Amyotrophic lateral sclerosis 1 (0.0) (0.0, 0.1) 
Cerebral infarction 1 (0.0) (0.0, 0.1) 
Cerebrovascular accident 1 (0.0) (0.0, 0.1) 
Cervicogenic headache 1 (0.0) (0.0, 0.1) 
Dementia Alzheimer's type 1 (0.0) (0.0, 0.1) 
Dizziness 1 (0.0) (0.0, 0.1) 
Haemorrhagic stroke 1 (0.0) (0.0, 0.1) 
Intraventricular haemorrhage 1 (0.0) (0.0, 0.1) 
Subarachnoid haemorrhage 1 (0.0) (0.0, 0.1) 
PSYCHIATRIC DISORDERS 4 (0.0) (0.0, 0.1) 
Bipolar disorder 2 (0.0) (0.0, 0.1) 
Major depression 1 (0.0) (0.0, 0.1) 
Affective disorder 1 (0.0) (0.0, 0.1) 
Alcohol withdrawal syndrome 1 (0.0) (0.0, 0.1) 
Drug dependence 1 (0.0) (0.0, 0.1) 
Panic attack 1 (0.0) (0.0, 0.1) 
Psychotic disorder 1 (0.0) (0.0, 0.1) 
RENAL AND URINARY DISORDERS 2 (0.0) (0.0, 0.1) 
Nephrolithiasis 1 (0.0) (0.0, 0.1) 
Hydronephrosis 1 (0.0) (0.0, 0.1) 
REPRODUCNVE SYSTEM AND BREAST DISORDERS 4 (0.0) (0.0, 0.1) 
Adeneisyosis 1 (0.0) (0.0, 0.1) 
Berign prostatic hyperplasia 1 (0.0) (0.0, 0.1) 
Breast hyperplasia 1 (0.0) (0.0, 0.1) 
Ovarian mass 1 (0.0) (0.0, 0.1) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 110.1) (0.1, 0.2) 
Pulmonary embolism 6 (0.1) (0.0, 0.1) 
Acute respiratory failure 2 (0.0) (0.0, 0.1) 
Dyspnoea 1 (0.0) (0.0, 0.1) 
Interstitial lung disease 1 (0.0) (0.0, 0.1) 
Pneumothorax 1 (0.0) (0.0, 0.1) 
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14.58. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Age Group, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population Age 
Group: >55 Years 


Vaccine Group (as 


Administered) 
Placebo 
(N?=8889) 
System Organ Class n? (%) (95% CI‘) 
Preferred Term 
Pulmonary mass 1 (0.0) (0.0, 0.1) 
Respiratory failure 1 (0.0) (0.0, 0.1) 
VASCULAR DISORDERS 8 (0.1) (0.0, 0.2) 
Deep vein thrombosis 1 (0.0) (0.0, 0.1) 
Aortic stenosis 1 (0.0) (0.0, 0.1) 
Orthostatic hypotension 2 (0.0) (0.0, 0.1) 
Aortic dissection 1 (0.0) (0.0, 0.1) 
Hypertensive emergency 1 (0.0) (0.0, 0.1) 
Peripheral artery stenosis 1 (0.0) (0.0, 0.1) 
Superficial vein thrombosis 1 (0.0) (0.0, 0.1) 


Note: MedDRA (v25.1) coding dictionary applie# 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 ogcurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any a¢yerse event. 

c. Exact 2-sided CI, based on the Clopper aii Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation ?10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae p23 d2p age 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: White 


Vaccine Grotip (as 


Administered) 
Placebo 
N*=18025) 
System Organ Class nbYY) (95% CI‘) 
Preferred Term 
Any adverse event 259 (1.4) (1.3, 1.6) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 
Thrombocytopenia 1 (0.0) (0.0, 0.0) 
Neutropenia 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 38 (0.2) (0.1, 0.3) 
Atrial fibrillation 8 (0.0) (0.0, 0.1) 
Myocardial infarction 6 (0.0) (0.0, 0.1) 
Acute coronary syndrome 3 (0.0) (0.0, 0.0) 
Acute myocardial infarction 3 (0.0) (0.0, 0.0) 
Coronary artery disease 3 (0.0) (0.0, 0.0) 
Aortic valve incompetence 2 (0.0) (0.0, 0.0) 
Cardiac arrest 1 (0.0) (0.0, 0.0) 
Angina unstable 1 (0.0) (0.0, 0.0) 
Arteriosclerosis coronary artery 1 (0.0) (0.0, 0.0) 
Arteriospasm coronary 1 (0.0) (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 
Cardiac failure chronic 1 (0.0) (0.0, 0.0) 
Cardiac failure congestive 1 (0.0) (0.0, 0.0) 
Cardio-respiratory arrest 1 (0.0) (0.0, 0.0) 
Coronary artery occlusion 1 (0.0) (0.0, 0.0) 
Junctional ectopic tachycatdia 1 (0.0) (0.0, 0.0) 
Mitral valve prolapse 1 (0.0) (0.0, 0.0) 
Pericardial haemorrhage 1 (0.0) (0.0, 0.0) 
Tachyarrhythmis 1 (0.0) (0.0, 0.0) 
Tachycardia, 1 (0.0) (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 2 (0.0) (0.0, 0.0) 
Congettital bladder neck obstruction 1 (0.0) (0.0, 0.0) 
Congenital ureteropelvic junction obstruction 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.0) 
Vertigo 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 3 (0.0) (0.0, 0.0) 
Eye haemorrhage 1 (0.0) (0.0, 0.0) 
Retinal artery occlusion 1 (0.0) (0.0, 0.0) 
Visual impairment 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 19 (0.1) (0.1, 0.2) 
Pancreatitis acute 3 (0.0) (0.0, 0.0) 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: White 


Vaccine Grotip (as 


Administered) 
Placebo 
N*=18025) 
System Organ Class nb\%) (95% CI’) 
Preferred Term 
Small intestinal obstruction 2 (0.0) (0.0, 0.0) 
Abdominal pain upper 1 (0.0) (0.0, 0.0) 
Anal fistula 1 (0.0) (0.0, 0.0) 
Colitis ischaemic 1 (0.0) (0.0, 0.0) 
Constipation 1 (0.0) (0.0, 0.0) 
Diverticular perforation 1 (0.0) (0.0, 0.0) 
Diverticulum intestinal 1 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 
Hiatus hernia 1 (0.0) (0.0, 0.0) 
Inguinal hernia 1 (0.0) (0.0, 0.0) 
Intestinal obstruction 1 (0.0) (0.0, 0.0) 
Large intestine perforation 1 (0.0) (0.0, 0.0) 
Oesophageal food impaction 1 (0.0) (0.0, 0.0) 
Pancreatic cyst 1 (0.0) (0.0, 0.0) 
Pancreatitis 1 (0.0) (0.0, 0.0) 
Retroperitoneal haematoma 1 (0.0) (0.0, 0.0) 
Salivary gland calculus 1 (0.0) (0.0, 0.0) 
Umbilical hernia 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 4 (0.0) (0.0, 0.1) 
Chest pain 1 (0.0) (0.0, 0.0) 
Death 1 (0.0) (0.0, 0.0) 
Influenza like illness 1 (0.0) (0.0, 0.0) 
Multiple organ dysfwAction syndrome 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY @ISORDERS 7 (0.0) (0.0, 0.1) 
Cholecystitis aéute 3 (0.0) (0.0, 0.0) 
Cholecystitis 1 (0.0) (0.0, 0.0) 
Choleaystitis chronic 1 (0.0) (0.0, 0.0) 
Chefelithiasis 1 (0.0) (0.0, 0.0) 
Hepatocellular injury 1 (0.0) (0.0, 0.0) 
TYAMUNE SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 
Anaphylactic shock 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 54 (0.3) (0.2, 0.4) 
COVID-19 13 (0.1) (0.0, 0.1) 
Appendicitis 9 (0.0) (0.0, 0.1) 
Pneumonia 6 (0.0) (0.0, 0.1) 
Urinary tract infection 4 (0.0) (0.0, 0.1) 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: White. 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=18025) 
System Organ Class nbY%) (95% CI°) 
Preferred Term 
COVID-19 pneumonia 2 (0.0) (0.0, 0.0) 
Cellulitis 1 (0.0) (0.0, 0.0) 
Complicated appendicitis 2 (0.0) (0.0, 0.0) 
Upper respiratory tract infection 2 (0.0) (0.0, 0.0) 
Abdominal abscess 1 (0.0) (0.0, 0.0) 
Appendicitis perforated 1 (0.0) (0.0, 0.0) 
Brain abscess 1 (0.0) (0.0, 0.0) 
Diabetic foot infection 1 (0.0) (0.0, 0.0) 
Diverticulitis 1 (0.0) (0.0, 0.0) 
Extradural abscess 1 (0.0) (0.0, 0.0) 
Gastroenteritis 1 (0.0) (0.0, 0.0) 
Gastroenteritis bacterial 1 (0.0) (0.0, 0.0) 
Osteomyelitis 1 (0.0) (0.0, 0.0) 
Peritonitis 1 (0.0) (0.0, 0.0) 
Peritonsillar abscess 1 (0.0) (0.0, 0.0) 
Post procedural infection 1 (0.0) (0.0, 0.0) 
Postoperative wound infection 1 (0.0) (0.0, 0.0) 
Pyelonephritis 1 (0.0) (0.0, 0.0) 
Renal abscess 1 (0.0) (0.0, 0.0) 
Sepsis 1 (0.0) (0.0, 0.0) 
Septic shock 1 (0.0) (0.0, 0.0) 
Staphylococcal sepsis 1 (0.0) (0.0, 0.0) 
Subacute endocarditis 1 (0.0) (0.0, 0.0) 
Tooth infection 1 (0.0) (0.0, 0.0) 
Urosepsis 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 24 (0.1) (0.1, 0.2) 
Road traffic accident 2 (0.0) (0.0, 0.0) 
Footwtracture 2 (0.0) (0.0, 0.0) 
Humerus fracture 2 (0.0) (0.0, 0.0) 
Lower limb fracture 2 (0.0) (0.0, 0.0) 
Brain contusion 1 (0.0) (0.0, 0.0) 
Colon injury 1 (0.0) (0.0, 0.0) 
Concussion 1 (0.0) (0.0, 0.0) 
Craniocerebral injury 1 (0.0) (0.0, 0.0) 
Delayed recovery from anaesthesia 1 (0.0) (0.0, 0.0) 
Fall 1 (0.0) (0.0, 0.0) 
Femur fracture 1 (0.0) (0.0, 0.0) 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: White. 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=18025) 
System Organ Class nbY%) (95% CI°) 
Preferred Term 
Flail chest 1 (0.0) (0.0, 0.0) 
Forearm fracture 1 (0.0) (0.0, 0.0) 
Head injury 1 (0.0) (0.0, 0.0) 
Hip fracture 1 (0.0) (0.0, 0.0) 
Ligament rupture 1 (0.0) (0.0, 0.0) 
Meniscus injury 1 (0.0) (0.0, 0.0) 
Multiple injuries 1 (0.0) (0.0, 0.0) 
Overdose 1 (0.0) (0.0, 0.0) 
Post procedural haematoma 1 (0.0) (0.0, 0.0) 
Post-traumatic pain 1 (0.0) (0.0, 0.0) 
Procedural haemorrhage 1 (0.0) (0.0, 0.0) 
Radius fracture 1 (0.0) (0.0, 0.0) 
Ulna fracture 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 2 (0.0) (0.0, 0.0) 
Blood glucose abnormal 1 (0.0) (0.0, 0.0) 
Hepatic enzyme increased 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 10 (0.1) (0.0, 0.1) 
Hyperglycaemia 2 (0.0) (0.0, 0.0) 
Hypoglycaemia 2 (0.0) (0.0, 0.0) 
Type 2 diabetes mellitus 1 (0.0) (0.0, 0.0) 
Diabetes mellitus inadequate control 1 (0.0) (0.0, 0.0) 
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0) 
Hypocalcaemia 1 (0.0) (0.0, 0.0) 
Hypokalaemia 1 (0.0) (0.0, 0.0) 
Hyponatraemia 1 (0.0) (0.0, 0.0) 
MUSCULOS®ELETAL AND CONNECTIVE TISSUE DISORDERS 14 (0.1) (0.0, 0.1) 
Osteoatthritis 6 (0.0) (0.0, 0.1) 
Arthralgia 1 (0.0) (0.0, 0.0) 
Intervertebral disc protrusion 2 (0.0) (0.0, 0.0) 
Cervical spinal stenosis 1 (0.0) (0.0, 0.0) 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 
Lumbar spinal stenosis 1 (0.0) (0.0, 0.0) 
Muscular weakness 1 (0.0) (0.0, 0.0) 
Psoriatic arthropathy 1 (0.0) (0.0, 0.0) 
Spondylolisthesis 1 (0.0) (0.0, 0.0) 
Thoracic spinal stenosis 1 (0.0) (0.0, 0.0) 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: White. 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=18025) 
System Organ Class nb%) (95% CI°) 
Preferred Term 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 39 (0.2) (0.2, 0.3) 
POLYPS) 
Malignant melanoma 5 (0.0) (0.0, 0.1) 
Breast cancer 4 (0.0) (0.0, 0.1) 
Uterine leiomyoma 2 (0.0) (0.0, 0.0) 
Basal cell carcinoma 2 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 2 (0.0) (0.0, 0.0) 
Invasive ductal breast carcinoma 2 (0.0) (0.0, 0.0) 
Lung adenocarcinoma 1 (0.0) (0.0, 0.0) 
Metastases to lymph nodes 2 (0.0) (0.0, 0.0) 
Pancreatic carcinoma 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 2 (0.0) (0.0, 0.0) 
Prostate cancer 2 (0.0) (0.0, 0.0) 
B-cell lymphoma 1 (0.0) (0.0, 0.0) 
Biliary cancer metastatic 1 (0.0) (0.0, 0.0) 
Chronic myeloid leukaemia 1 (0.0) (0.0, 0.0) 
Clear cell renal cell carcinoma 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 1 (0.0) (0.0, 0.0) 
Lobular breast carcinoma in situ 1 (0.0) (0.0, 0.0) 
Metastases to liver 1 (0.0) (0.0, 0.0) 
Neuroendocrine tumour 1 (0.0) (0.0, 0.0) 
Non-Hodgkin's lymphotaa recurrent 1 (0.0) (0.0, 0.0) 
Oropharyngeal cangéDrecurrent 1 (0.0) (0.0, 0.0) 
Papillary serous ettdometrial carcinoma 1 (0.0) (0.0, 0.0) 
Parathyroid turspur benign 1 (0.0) (0.0, 0.0) 
Pituitary tumour benign 1 (0.0) (0.0, 0.0) 
Polycythaémia vera 1 (0.0) (0.0, 0.0) 
Squamous cell carcinoma of head and neck 1 (0.0) (0.0, 0.0) 
Teretoma 1 (0.0) (0.0, 0.0) 
Transitional cell carcinoma 1 (0.0) (0.0, 0.0) 
MER VOUS SYSTEM DISORDERS 23 (0.1) (0.1, 0.2) 
Syncope 5 (0.0) (0.0, 0.1) 
Transient ischaemic attack 3 (0.0) (0.0, 0.0) 
Ischaemic stroke 2 (0.0) (0.0, 0.0) 
Spinal cord compression 1 (0.0) (0.0, 0.0) 
Amnesia 1 (0.0) (0.0, 0.0) 
Amyotrophic lateral sclerosis 1 (0.0) (0.0, 0.0) 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: White. 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=18025) 
System Organ Class nb\%) (95% CI’) 
Preferred Term 
Cerebral infarction 1 (0.0) (0.0, 0.0) 
Cerebrovascular accident 1 (0.0) (0.0, 0.0) 
Cervicogenic headache 1 (0.0) (0.0, 0.0) 
Dementia Alzheimer's type 1 (0.0) (0.0, 0.0) 
Dizziness 1 (0.0) (0.0, 0.0) 
Haemorrhagic stroke 1 (0.0) (0.0, 0.0) 
Hemiplegic migraine 1 (0.0) (0.0, 0.0) 
Intraventricular haemorrhage 1 (0.0) (0.0, 0.0) 
Paraesthesia 1 (0.0) (0.0, 0.0) 
Subarachnoid haemorrhage 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATALXSONDITIONS 4 (0.0) (0.0, 0.1) 
Abortion spontaneous 3 (0.0) (0.0, 0.0) 
Abortion incomplete 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 7 (0.0) (0.0, 0.1) 
Bipolar disorder 2 (0.0) (0.0, 0.0) 
Major depression 2 (0.0) (0.0, 0.0) 
Suicidal ideation 2 (0.0) (0.0, 0.0) 
Affective disorder 1 (0.0) (0.0, 0.0) 
Alcohol withdrawal syndrome 1 (0.0) (0.0, 0.0) 
Depression suicidal 1 (0.0) (0.0, 0.0) 
Drug dependence 1 (0.0) (0.0, 0.0) 
Panic attack 1 (0.0) (0.0, 0.0) 
Psychotic disorder 1 (0.0) (0.0, 0.0) 
RENAL AND URENARY DISORDERS 7 (0.0) (0.0, 0.1) 
Nephrolithiasts 6 (0.0) (0.0, 0.1) 
Hydronepniosis 1 (0.0) (0.0, 0.0) 
REPRORUCTIVE SYSTEM AND BREAST DISORDERS 7 (0.0) (0.0, 0.1) 
Adexal torsion 2 (0.0) (0.0, 0.0) 
Adenomyosis 1 (0.0) (0.0, 0.0) 
Benign prostatic hyperplasia 1 (0.0) (0.0, 0.0) 
Breast hyperplasia 1 (0.0) (0.0, 0.0) 
Ovarian mass 1 (0.0) (0.0, 0.0) 
Rectocele 1 (0.0) (0.0, 0.0) 
Vaginal prolapse 1 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 12 (0.1) (0.0, 0.1) 
Pulmonary embolism 5 (0.0) (0.0, 0.1) 
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14.59. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: White 


Vaccine Grotip (as 


Administered) 
Placebo 
N*=18025) 
System Organ Class nbY%) (95% CI) 
Preferred Term 
Acute respiratory failure 2 (0.0) (0.0, 0.0) 
Asthmatic crisis 1 (0.0) (0.0, 0.0) 
Dyspnoea 1 (0.0) (0.0, 0.0) 
Interstitial lung disease 1 (0.0) (0.0, 0.0) 
Pulmonary mass 1 (0.0) (0.0, 0.0) 
Respiratory arrest 1 (0.0) (0.0, 0.0) 
Respiratory failure 1 (0.0) (0.0, 0.0) 
SOCIAL CIRCUMSTANCES 1 (0.0) (0.0, 0.0) 
Miscarriage of partner 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 12 (0.1) (0.0, 0.1) 
Deep vein thrombosis 4 (0.0) (0.0, 0.1) 
Aortic stenosis 2 (0.0) (0.0, 0.0) 
Orthostatic hypotension 2 (0.0) (0.0, 0.0) 
Accelerated hypertension 1 (0.0) (0.0, 0.0) 
Aortic dissection 1 (0.0) (0.0, 0.0) 
Hypertensive emergency 1 (0.0) (0.0, 0.0) 
Peripheral artery stenosis 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

Note: All others = American IndiafTor Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects imthe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectseporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at leastyl occurrence of any adverse event. 

c. Exact 2-sided Ch. based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p_race 
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14.60. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years af 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: Bla¢cor 


African American 


System Organ Class 
Preferred Term 


Any adverse event 


BLOOD AND LYMPHATIC SYSTEM DISORDERS 
Thrombocytopenia 
Anaemia 
Microcytic anaemia 
CARDIAC DISORDERS 
Myocardial infarction 
Cardiac arrest 
Cardiac failure acute 
GASTROINTESTINAL DISORDERS 
Gastrointestinal mucosa hyperaemia 
Tleus 
Volvulus 


INFECTIONS AND INFESTATIONS 
Pneumonia 
Cellulitis 
Meningitis bacterial 
Pneumonia aspiration 
Subcutaneous abscess 
INJURY, POISONINGSAND PROCEDURAL COMPLICATIONS 
Road traffic accident 
Rib fracture 
Spinal cobain injury 
Subdurahaematoma 
Toxiaty to various agents 
Trétimatic haemothorax 
INVESTIGATIONS 
Blood pressure increased 
Red blood cell morphology abnormal 
METABOLISM AND NUTRITION DISORDERS 
Type 2 diabetes mellitus 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 
Arthralgia 
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Vaccine Group (as 


Administered) 
Placebo 
(N?=2055) 
n> (%) (95% CI‘) 
23 (1.1) (0.7, 1.7) 
3 (0.1) (0.0, 0.4) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
3 (0.1) (0.0, 0.4) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
2 (0.1) (0.0, 0.4) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
5 (0.2) (0.1, 0.6) 
2 (0.1) (0.0, 0.4) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
2 (0.1) (0.0, 0.4) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
2 (0.1) (0.0, 0.4) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
1 (0.0) (0.0, 0.3) 
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14.60. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: Blacker 
African American 


Vaccine Group (as 


Adminiistered) 
Placebo 
(N?=2055) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 5 (0.2) (0.1, 0.6) 
POLYPS) 
Uterine leiomyoma 2 (0.1) (0.0, 0.4) 
Lung adenocarcinoma 1 (0.0) (0.0, 0.3) 
Pancreatic carcinoma 1 (0.0) (0.0, 0.3) 
Pancreatic neuroendocrine tumour 1 (0.0) (0.0, 0.3) 
NERVOUS SYSTEM DISORDERS 1 (0.0) (0.0, 0.3) 
Spinal cord compression 1 (0.0) (0.0, 0.3) 
PREGNANCY, PUERPERIUM AND PERINATAL GONDITIONS 2 (0.1) (0.0, 0.4) 
Abortion spontaneous incomplete 1 (0.0) (0.0, 0.3) 
Retained products of conception 1 (0.0) (0.0, 0.3) 
PSYCHIATRIC DISORDERS 1 (0.0) (0.0, 0.3) 
Suicide attempt 1 (0.0) (0.0, 0.3) 
REPRODUCTIVE SYSTEM AND BREASTSSISORDERS 1 (0.0) (0.0, 0.3) 
Endometriosis 1 (0.0) (0.0, 0.3) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 3 (0.1) (0.0, 0.4) 
Pulmonary embolism 2 (0.1) (0.0, 0.4) 
Hypoxia 1 (0.0) (0.0, 0.3) 
Pneumothorax 1 (0.0) (0.0, 0.3) 
VASCULAR DISORDERS 1 (0.0) (0.0, 0.3) 
Superficial vein thrambosis 1 (0.0) (0.0, 0.3) 


Note: MedDRA (v2@1) coding dictionary applied. 

Note: All others =sAmerican Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjectscréporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFEZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p_race 
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14.61. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Race, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years af 
Age (Subjects Who Originally Received Placebo) — Safety Population Race: All @thers 


VaccineGroup (as 


Administered) 
Placebo 
(N*=1831) 
System Organ Class n> (%) (95% CI°) 
Preferred Term 
Any adverse event 9 (0.5) (0.2, 0.9) 
CARDIAC DISORDERS 1 (0.1) (0.0, 0.3) 
Atrial fibrillation 1 (0.1) (0.0, 0.3) 
GASTROINTESTINAL DISORDERS 1 (0.1) (0.0, 0.3) 
Oesophageal varices haemorrhage 1 (0.1) (0.0, 0.3) 
INFECTIONS AND INFESTATIONS 2 (0.1) (0.0, 0.4) 
Urinary tract infection 1 (0.1) (0.0, 0.3) 
Meningitis bacterial 1 (0.1) (0.0, 0.3) 
NEOPLASMS BENIGN, MALIGNANT AND UNSRECIFRSD (INCL CYSTS AND 2 (0.1) (0.0, 0.4) 
POLYPS) 
Bladder cancer 1 (0.1) (0.0, 0.3) 
Breast cancer stage I 1 (0.1) (0.0, 0.3) 
NERVOUS SYSTEM DISORDERS 1 (0.1) (0.0, 0.3) 
Guillain-Barre syndrome 1 (0.1) (0.0, 0.3) 
PSYCHIATRIC DISORDERS 2 (0.1) (0.0, 0.4) 
Alcohol abuse 1 (0.1) (0.0, 0.3) 
Depression 1 (0.1) (0.0, 0.3) 


Note: MedDRA (v25.1) coding-€#ctionary applied. 

Note: All others = American {dian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjévts in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting atdeast 1 occurrence of any adverse event. 

c. Exact 2-sidedyCI, based on the Clopper and Pearson method. 

PFIZER CONRIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p_race 
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14.62. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Terin 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 Years’of 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Male 


Vaccine, Group (as 


Adniinistered) 
Placebo 
(N2=11023) 
System Organ Class n (%) (95% CI‘) 
Preferred Term 
Any adverse event 152 (1.4) (1.2, 1.6) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 3 (0.0) (0.0, 0.1) 
Thrombocytopenia 2 (0.0) (0.0, 0.1) 
Anaemia 1 (0.0) (0.0, 0.1) 
Neutropenia 1 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 32 (0.3) (0.2, 0.4) 
Atrial fibrillation 7 (0.1) (0.0, 0.1) 
Myocardial infarction 6 (0.1) (0.0, 0.1) 
Acute coronary syndrome 2 (0.0) (0.0, 0.1) 
Acute myocardial infarction 3 (0.0) (0.0, 0.1) 
Coronary artery disease 3 (0.0) (0.0, 0.1) 
Aortic valve incompetence 2 (0.0) (0.0, 0.1) 
Cardiac arrest 1 (0.0) (0.0, 0.1) 
Angina unstable 1 (0.0) (0.0, 0.1) 
Arteriosclerosis coronary artery 1 (0.0) (0.0, 0.1) 
Cardiac failure chronic 1 (0.0) (0.0, 0.1) 
Cardiac failure congestive 1 (0.0) (0.0, 0.1) 
Cardio-respiratory arrest 1 (0.0) (0.0, 0.1) 
Coronary artery occlusie? 1 (0.0) (0.0, 0.1) 
Mitral valve prolapse 1 (0.0) (0.0, 0.1) 
Pericardial haemorrhage 1 (0.0) (0.0, 0.1) 
Tachyarrhythmiz 1 (0.0) (0.0, 0.1) 
CONGENITAIKg, FAMILIAL AND GENETIC DISORDERS 2 (0.0) (0.0, 0.1) 
Congenitai’bladder neck obstruction 1 (0.0) (0.0, 0.1) 
Congenital ureteropelvic junction obstruction 1 (0.0) (0.0, 0.1) 
EAR-AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.1) 
Vertigo 1 (0.0) (0.0, 0.1) 
EYE DISORDERS 3 (0.0) (0.0, 0.1) 
Eye haemorrhage 1 (0.0) (0.0, 0.1) 
Retinal artery occlusion 1 (0.0) (0.0, 0.1) 
Visual impairment 1 (0.0) (0.0, 0.1) 
GASTROINTESTINAL DISORDERS 9 (0.1) (0.0, 0.2) 
Pancreatitis acute 1 (0.0) (0.0, 0.1) 
Small intestinal obstruction 1 (0.0) (0.0, 0.1) 
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14.62. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 


Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Male 


System Organ Class 
Preferred Term 


Anal fistula 

Diverticular perforation 

Hiatus hernia 

Inguinal hernia 

Intestinal obstruction 
Oesophageal varices haemorrhage 


Retroperitoneal haematoma 


GENERAL DISORDERS AND ADMINISTRATION SITE-GO®NDIFIONS 
Chest pain 
Multiple organ dysfunction syndrome 


HEPATOBILIARY DISORDERS 
Cholecystitis acute 
Cholecystitis 
Cholelithiasis 


IMMUNE SYSTEM DISORDERS 
Anaphylactic shock 


INFECTIONS AND INFESTATIONS 
COVID-19 
Appendicitis 
Pneumonia 
Urinary tract infection 
COVID-19 pneumonia 
Cellulitis 
Meningitis bacterial 
Upper respiatory tract infection 
AbdominaY abscess 
Diverticulitis 
Exisadural abscess 
Gastroenteritis 
Osteomyelitis 
Pneumonia aspiration 
Pyelonephritis 
Staphylococcal sepsis 
Subacute endocarditis 
Subcutaneous abscess 
Tooth infection 
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Vaccine Grotip (as 


Administered) 
Fiacebo 
N*=11023) 
nbYH) (95% CI°) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
34 (0.3) (0.2, 0.4) 
8 (0.1) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
6 (0.1) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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14.62. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 


Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Male 


System Organ Class 
Preferred Term 


Urosepsis 


INJURY, POISONING AND PROCEDURAL COMPLICATIONS 

Road traffic accident 

Foot fracture 

Lower limb fracture 

Brain contusion 

Colon injury 

Concussion 

Delayed recovery from anaesthesia 

Fall 

Forearm fracture 

Ligament rupture 

Meniscus injury 

Overdose 

Post procedural haematoma 

Toxicity to various agents 
INVESTIGATIONS 

Blood glucose abnormal 

Blood pressure increased 

Hepatic enzyme increased 
METABOLISM AND NUTRITION DISORDERS 

Hyperglycaemia 

Type 2 diabetes mellitus 

Diabetes mellitus“inadequate control 

Diabetic ketoacidosis 

Hypokalaernia 


Hypongtraemia 


MUS@SLOSKELETAL AND CONNECTIVE TISSUE DISORDERS 


Osteoarthritis 

Arthralgia 

Intervertebral disc protrusion 
Cervical spinal stenosis 
Intervertebral disc degeneration 
Lumbar spinal stenosis 
Muscular weakness 

Psoriatic arthropathy 
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Vaccine Grotip (as 


Administered) 
Fiacebo 
N*=11023) 
nbYH) (95% CI°) 
1 (0.0) (0.0, 0.1) 
12 (0.1) (0.1, 0.2) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
8 (0.1) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
9 (0.1) (0.0, 0.2) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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14.62. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Male 


Vaccine Grotip (as 


Administered) 
Placebo 
N*=11023) 
System Organ Class nbYH) (95% CI‘) 
Preferred Term 
Thoracic spinal stenosis 1 (0.0) (0.0, 0.1) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND. 15 (0.1) (0.1, 0.2) 
POLYPS) 
Malignant melanoma 2 (0.0) (0.0, 0.1) 
Pancreatic carcinoma 2 (0.0) (0.0, 0.1) 
Prostate cancer 2 (0.0) (0.0, 0.1) 
Biliary cancer metastatic 1 (0.0) (0.0, 0.1) 
Bladder cancer 1 (0.0) (0.0, 0.1) 
Chronic myeloid leukaemia 1 (0.0) (0.0, 0.1) 
Clear cell renal cell carcinoma 1 (0.0) (0.0, 0.1) 
Metastases to liver 1 (0.0) (0.0, 0.1) 
Neuroendocrine tumour 1 (0.0) (0.0, 0.1) 
Non-Hodgkin's lymphoma recurrent 1 (0.0) (0.0, 0.1) 
Oropharyngeal cancer recurrent 1 (0.0) (0.0, 0.1) 
Polycythaemia vera 1 (0.0) (0.0, 0.1) 
Squamous cell carcinoma of head and neék 1 (0.0) (0.0, 0.1) 
NERVOUS SYSTEM DISORDERS 13 (0.1) (0.1, 0.2) 
Syncope 4 (0.0) (0.0, 0.1) 
Transient ischaemic attack 1 (0.0) (0.0, 0.1) 
Ischaemic stroke 1 (0.0) (0.0, 0.1) 
Spinal cord compression 1 (0.0) (0.0, 0.1) 
Amnesia 1 (0.0) (0.0, 0.1) 
Amyotrophic lateraksclerosis 1 (0.0) (0.0, 0.1) 
Dizziness 1 (0.0) (0.0, 0.1) 
Guillain-Barre}syndrome 1 (0.0) (0.0, 0.1) 
IntraventrieGiar haemorrhage 1 (0.0) (0.0, 0.1) 
Subaraghnoid haemorrhage 1 (0.0) (0.0, 0.1) 
PSYCHTATRIC DISORDERS 7 (0.1) (0.0, 0.1) 
Bipolar disorder 2 (0.0) (0.0, 0.1) 
Major depression 2 (0.0) (0.0, 0.1) 
Suicidal ideation 2 (0.0) (0.0, 0.1) 
Affective disorder 1 (0.0) (0.0, 0.1) 
Alcohol withdrawal syndrome 1 (0.0) (0.0, 0.1) 
Depression 1 (0.0) (0.0, 0.1) 
Drug dependence 1 (0.0) (0.0, 0.1) 
Panic attack 1 (0.0) (0.0, 0.1) 
Psychotic disorder 1 (0.0) (0.0, 0.1) 
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14.62. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Male 


Vaccine Grotip (as 


Administered) 
Placebo 
N*=11023) 
System Organ Class nbY%) (95% CI°) 
Preferred Term 
RENAL AND URINARY DISORDERS 3 (0.0) (0.0, 0.1) 
Nephrolithiasis 3 (0.0) (0.0, 0.1) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 1 (0.0) (0.0, 0.1) 
Benign prostatic hyperplasia 1 (0.0) (0.0, 0.1) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 8 (0.1) (0.0, 0.1) 
Pulmonary embolism 5 (0.0) (0.0, 0.1) 
Hypoxia 1 (0.0) (0.0, 0.1) 
Interstitial lung disease 1 (0.0) (0.0, 0.1) 
Respiratory arrest 1 (0.0) (0.0, 0.1) 
Respiratory failure 1 (0.0) (0.0, 0.1) 
SOCIAL CIRCUMSTANCES 1 (0.0) (0.0, 0.1) 
Miscarriage of partner 1 (0.0) (0.0, 0.1) 
VASCULAR DISORDERS 9 (0.1) (0.0, 0.2) 
Deep vein thrombosis 1 (0.0) (0.0, 0.1) 
Aortic stenosis 2 (0.0) (0.0, 0.1) 
Orthostatic hypotension 2 (0.0) (0.0, 0.1) 
Accelerated hypertension 1 (0.0) (0.0, 0.1) 
Aortic dissection 1 (0.0) (0.0, 0.1) 
Hypertensive emergency 1 (0.0) (0.0, 0.1) 
Peripheral artery stenosis 1 (0.0) (0.0, 0.1) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of siibjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting sfteast 1 occurrence of any adverse event. 

c. Exact 2-sidewCI, based on the Clopper and Pearson method. 

PFIZER CONSIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Databas¢Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p_ sex 
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14.63. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Tern 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years af 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Femat¢ 


Vaccine Group (as 
Administered) 


Placebo 
(N*=10888) 
System Organ Class tr (%) (95% CI) 
Preferred Term 
Any adverse event 139 (1.3) (1.1, 1.5) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.1) 
Microcytic anaemia 1 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 10 (0.1) (0.0, 0.2) 
Atrial fibrillation 2 (0.0) (0.0, 0.1) 
Myocardial infarction 1 (0.0) (0.0, 0.1) 
Acute coronary syndrome 1 (0.0) (0.0, 0.1) 
Cardiac arrest 1 (0.0) (0.0, 0.1) 
Arteriospasm coronary 1 (0.0) (0.0, 0.1) 
Bradycardia 1 (0.0) (0.0, 0.1) 
Cardiac failure acute 1 (0.0) (0.0, 0.1) 
Junctional ectopic tachycardia 1 (0.0) (0.0, 0.1) 
Tachycardia 1 (0.0) (0.0, 0.1) 
GASTROINTESTINAL DISORDERS 13 (0.1) (0.1, 0.2) 
Pancreatitis acute 2 (0.0) (0.0, 0.1) 
Small intestinal obstruction 1 (0.0) (0.0, 0.1) 
Abdominal pain upper 1 (0.0) (0.0, 0.1) 
Colitis ischaemic 1 (0.0) (0.0, 0.1) 
Constipation 1 (0.0) (0.0, 0.1) 
Diverticulum intestinal 1 (0.0) (0.0, 0.1) 
Gastrointestinal haengerrhage 1 (0.0) (0.0, 0.1) 
Gastrointestinal ntucosa hyperaemia 1 (0.0) (0.0, 0.1) 
Tleus 1 (0.0) (0.0, 0.1) 
Large intestine perforation 1 (0.0) (0.0, 0.1) 
Oesophageal food impaction 1 (0.0) (0.0, 0.1) 
Pancreatic cyst 1 (0.0) (0.0, 0.1) 
Pancreatitis 1 (0.0) (0.0, 0.1) 
Salivary gland calculus 1 (0.0) (0.0, 0.1) 
Umbilical hernia 1 (0.0) (0.0, 0.1) 
Volvulus 1 (0.0) (0.0, 0.1) 
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 2 (0.0) (0.0, 0.1) 
Death 1 (0.0) (0.0, 0.1) 
Influenza like illness 1 (0.0) (0.0, 0.1) 
HEPATOBILIARY DISORDERS 3 (0.0) (0.0, 0.1) 
Cholecystitis acute 1 (0.0) (0.0, 0.1) 
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14.63. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Female 


Vaccine Grotip (as 


Administered) 
Placebo 
N*=10888) 
System Organ Class nbY%) (95% CI°) 
Preferred Term 
Cholecystitis chronic 1 (0.0) (0.0, 0.1) 
Hepatocellular injury 1 (0.0) (0.0, 0.1) 
INFECTIONS AND INFESTATIONS 27 (0.2) (0.2, 0.4) 
COVID-19 5 (0.0) (0.0, 0.1) 
Appendicitis 4 (0.0) (0.0, 0.1) 
Pneumonia 2 (0.0) (0.0, 0.1) 
Urinary tract infection 4 (0.0) (0.0, 0.1) 
COVID-19 pneumonia 1 (0.0) (0.0, 0.1) 
Complicated appendicitis 2 (0.0) (0.0, 0.1) 
Meningitis bacterial 1 (0.0) (0.0, 0.1) 
Upper respiratory tract infection 1 (0.0) (0.0, 0.1) 
Appendicitis perforated 1 (0.0) (0.0, 0.1) 
Brain abscess 1 (0.0) (0.0, 0.1) 
Diabetic foot infection 1 (0.0) (0.0, 0.1) 
Gastroenteritis bacterial 1 (0.0) (0.0, 0.1) 
Peritonitis 1 (0.0) (0.0, 0.1) 
Peritonsillar abscess 1 (0.0) (0.0, 0.1) 
Post procedural infection 1 (0.0) (0.0, 0.1) 
Postoperative wound infection, 1 (0.0) (0.0, 0.1) 
Renal abscess 1 (0.0) (0.0, 0.1) 
Sepsis 1 (0.0) (0.0, 0.1) 
Septic shock 1 (0.0) (0.0, 0.1) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 14 (0.1) (0.1, 0.2) 
Road traffic accident 2 (0.0) (0.0, 0.1) 
Foot fracture 1 (0.0) (0.0, 0.1) 
HumerusNfacture 2 (0.0) (0.0, 0.1) 
Lowerdithb fracture 1 (0.0) (0.0, 0.1) 
Crantidcerebral injury 1 (0.0) (0.0, 0.1) 
Femur fracture 1 (0.0) (0.0, 0.1) 
Flail chest 1 (0.0) (0.0, 0.1) 
Head injury 1 (0.0) (0.0, 0.1) 
Hip fracture 1 (0.0) (0.0, 0.1) 
Multiple injuries 1 (0.0) (0.0, 0.1) 
Post-traumatic pain 1 (0.0) (0.0, 0.1) 
Procedural haemorrhage 1 (0.0) (0.0, 0.1) 
Radius fracture 1 (0.0) (0.0, 0.1) 
Rib fracture 1 (0.0) (0.0, 0.1) 
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14.63. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Female 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=10888) 
System Organ Class nb%) (95% CI‘) 
Preferred Term 
Spinal column injury 1 (0.0) (0.0, 0.1) 
Subdural haematoma 1 (0.0) (0.0, 0.1) 
Traumatic haemothorax 1 (0.0) (0.0, 0.1) 
Ulna fracture 1 (0.0) (0.0, 0.1) 
INVESTIGATIONS 1 (0.0) (0.0, 0.1) 
Red blood cell morphology abnormal 1 (0.0) (0.0, 0.1) 
METABOLISM AND NUTRITION DISORDERS 3 (0.0) (0.0, 0.1) 
Hypoglycaemia 2 (0.0) (0.0, 0.1) 
Hypocalcaemia 1 (0.0) (0.0, 0.1) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 6 (0.1) (0.0, 0.1) 
Osteoarthritis 3 (0.0) (0.0, 0.1) 
Arthralgia 1 (0.0) (0.0, 0.1) 
Intervertebral disc protrusion 1 (0.0) (0.0, 0.1) 
Spondylolisthesis 1 (0.0) (0.0, 0.1) 
NEOPLASMS BENIGN, MALIGNANT ANS UNSPECIFIED (INCL CYSTS AND 31 (0.3) (0.2, 0.4) 
POLYPS) 
Malignant melanoma 3 (0.0) (0.0, 0.1) 
Breast cancer 4 (0.0) (0.0, 0.1) 
Uterine leiomyoma 4 (0.0) (0.0, 0.1) 
Basal cell carcinoma 2 (0.0) (0.0, 0.1) 
Intraductal proliferative.bréast lesion 2 (0.0) (0.0, 0.1) 
Invasive ductal breastycarcinoma 2 (0.0) (0.0, 0.1) 
Lung adenocarcineama 2 (0.0) (0.0, 0.1) 
Metastases to lytriph nodes 2 (0.0) (0.0, 0.1) 
Papillary thyroid cancer 2 (0.0) (0.0, 0.1) 
B-cell lymphoma 1 (0.0) (0.0, 0.1) 
Breastcancer stage I 1 (0.0) (0.0, 0.1) 
Endemetrial adenocarcinoma 1 (0.0) (0.0, 0.1) 
Lobular breast carcinoma in situ 1 (0.0) (0.0, 0.1) 
Pancreatic neuroendocrine tumour 1 (0.0) (0.0, 0.1) 
Papillary serous endometrial carcinoma 1 (0.0) (0.0, 0.1) 
Parathyroid tumour benign 1 (0.0) (0.0, 0.1) 
Pituitary tumour benign 1 (0.0) (0.0, 0.1) 
Teratoma 1 (0.0) (0.0, 0.1) 
Transitional cell carcinoma 1 (0.0) (0.0, 0.1) 
NERVOUS SYSTEM DISORDERS 12 (0.1) (0.1, 0.2) 
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14.63. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Female 


Vaccine Grotip (as 


Administered) 
Piacebo 
N*=10888) 
System Organ Class nbYH) (95% CI‘) 
Preferred Term 
Syncope 1 (0.0) (0.0, 0.1) 
Transient ischaemic attack 2 (0.0) (0.0, 0.1) 
Ischaemic stroke 1 (0.0) (0.0, 0.1) 
Spinal cord compression 1 (0.0) (0.0, 0.1) 
Cerebral infarction 1 (0.0) (0.0, 0.1) 
Cerebrovascular accident 1 (0.0) (0.0, 0.1) 
Cervicogenic headache 1 (0.0) (0.0, 0.1) 
Dementia Alzheimer's type 1 (0.0) (0.0, 0.1) 
Haemorrhagic stroke 1 (0.0) (0.0, 0.1) 
Hemiplegic migraine 1 (0.0) (0.0, 0.1) 
Paraesthesia 1 (0.0) (0.0, 0.1) 
PREGNANCY, PUERPERIUM AND PERINATAL CGNDITIONS 6 (0.1) (0.0, 0.1) 
Abortion spontaneous 3 (0.0) (0.0, 0.1) 
Abortion incomplete 1 (0.0) (0.0, 0.1) 
Abortion spontaneous incomplete 1 (0.0) (0.0, 0.1) 
Retained products of conception 1 (0.0) (0.0, 0.1) 
PSYCHIATRIC DISORDERS 3 (0.0) (0.0, 0.1) 
Alcohol abuse 1 (0.0) (0.0, 0.1) 
Depression suicidal 1 (0.0) (0.0, 0.1) 
Suicide attempt 1 (0.0) (0.0, 0.1) 
RENAL AND URINARY BDISORDERS 4 (0.0) (0.0, 0.1) 
Nephrolithiasis 3 (0.0) (0.0, 0.1) 
Hydronephrosis 1 (0.0) (0.0, 0.1) 
REPRODUCTIVESYSTEM AND BREAST DISORDERS 7 (0.1) (0.0, 0.1) 
Adnexal torsion 2 (0.0) (0.0, 0.1) 
Adenomyéosis 1 (0.0) (0.0, 0.1) 
BreagNryperplasia 1 (0.0) (0.0, 0.1) 
Endometriosis 1 (0.0) (0.0, 0.1) 
Ovarian mass 1 (0.0) (0.0, 0.1) 
Rectocele 1 (0.0) (0.0, 0.1) 
Vaginal prolapse 1 (0.0) (0.0, 0.1) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 7 (0.1) (0.0, 0.1) 
Pulmonary embolism 2 (0.0) (0.0, 0.1) 
Acute respiratory failure 2 (0.0) (0.0, 0.1) 
Asthmatic crisis 1 (0.0) (0.0, 0.1) 
Dyspnoea 1 (0.0) (0.0, 0.1) 
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14.63. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Sex, by System Organ Class and Preferred Term 
— Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 Years of, 
Age (Subjects Who Originally Received Placebo) — Safety Population Sex: Female 


Vaccine Grotip (as 


Administered) 
FPiacebo 
N*=10888) 

System Organ Class nbY%) (95% CI) 

Preferred Term 

Pneumothorax 1 (0.0) (0.0, 0.1) 

Pulmonary mass 1 (0.0) (0.0, 0.1) 
VASCULAR DISORDERS 4 (0.0) (0.0, 0.1) 

Deep vein thrombosis 3 (0.0) (0.0, 0.1) 


Superficial vein thrombosis 1 (0.0) (0.0, 0.1) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the detdminator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence ofthe specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event: 

c. Exact 2-sided CI, based on the Clopper and Pearsonarretho@ 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2823 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./ndaZ_unblinded/C4591001_CSR/adae_s130_sae_p23_d2p_ sex 
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14.64. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Ethnicity: Hispanic/Latino 


System Organ Class 
Preferred Term 


Any adverse event 


CARDIAC DISORDERS 
Acute coronary syndrome 
Acute myocardial infarction 
Aortic valve incompetence 
Arteriosclerosis coronary artery 
Cardiac failure chronic 
Cardio-respiratory arrest 
Junctional ectopic tachycardia 
CONGENITAL, FAMILIAL AND GENETI@ DISORDERS 
Congenital bladder neck obstruction 


GASTROINTESTINAL DISORDERS 
Pancreatitis acute 
Anal fistula 
Diverticular perforation 
Oesophageal food impaction, 
Pancreatic cyst 
Pancreatitis 


GENERAL DISORDERS’ AND ADMINISTRATION SITE CONDITIONS 
Influenza like illmess 
Multiple orgatdysfunction syndrome 
HEPATOBIL&&RY DISORDERS 
Cholecystitis 
Chaleeystitis chronic 
Ghylelithiasis 
INFECTIONS AND INFESTATIONS 
COVID-19 
Appendicitis 
Pneumonia 
Urinary tract infection 
Complicated appendicitis 
Abdominal abscess 
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Vaceine Group (as 


Administered) 
Placebo 
(N*=5683) 
n> (%) (95% CI‘) 
93 (1.6) (1.3, 2.0) 
7 (0.1) (0.0, 0.3) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
5 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
26 (0.5) (0.3, 0.7) 
6 (0.1) (0.0, 0.2) 
5 (0.1) (0.0, 0.2) 
4 (0.1) (0.0, 0.2) 
4 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.64. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Ethnicity: Hispanic/Latino 


System Organ Class 
Preferred Term 


Extradural abscess 
Gastroenteritis 

Postoperative wound infection 
Pyelonephritis 

Renal abscess 

Septic shock 

Staphylococcal sepsis 
Subacute endocarditis 
Urosepsis 


INJURY, POISONING AND PROCEDURAL COMPLICATIONS 


Foot fracture 

Humerus fracture 
Femur fracture 

Forearm fracture 
Ligament rupture 
Meniscus injury 
Multiple injuries 
Procedural haemorrhage 
Ulna fracture 


INVESTIGATIONS 
Blood glucose abnormat 


METABOLISM ANB NUTRITION DISORDERS 
Hyperglycaem™ 
Hypoglycaemia 
Hypocalcaemia 


Hyporatraemia 


MUS@WYLOSKELETAL AND CONNECTIVE TISSUE DISORDERS 


Osteoarthritis 
Intervertebral disc protrusion 


NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 


POLYPS) 
Basal cell carcinoma 
Papillary thyroid cancer 
Clear cell renal cell carcinoma 


Endometrial adenocarcinoma 
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Vaccine.Group (as 


Admijiistered) 
Placebo 
(N*=5683) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
9 (0.2) (0.1, 0.3) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
5 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
10 (0.2) (0.1, 0.3) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.64. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Ethnicity: Hispanic/Latino 


System Organ Class 
Preferred Term 


Non-Hodgkin's lymphoma recurrent 
Pituitary tumour benign 
Polycythaemia vera 


Transitional cell carcinoma 


NERVOUS SYSTEM DISORDERS 
Syncope 
Transient ischaemic attack 
Ischaemic stroke 
Amyotrophic lateral sclerosis 
Haemorrhagic stroke 
Subarachnoid haemorrhage 


PREGNANCY, PUERPERIUM AND PERINATAIACONDITIONS 
Abortion spontaneous 
Abortion incomplete 
PSYCHIATRIC DISORDERS 
Bipolar disorder 
RENAL AND URINARY DISORDERS 
Nephrolithiasis 
REPRODUCTIVE SYSTEMGAND BREAST DISORDERS 
Breast hyperplasia 
Rectocele 
Vaginal prolapse 
RESPIRATORY;HORACIC AND MEDIASTINAL DISORDERS 
Pulmonarysmbolism 
Acute respiratory failure 
Asthmatic crisis 
Palmonary mass 
VASCULAR DISORDERS 
Deep vein thrombosis 
Aortic stenosis 
Orthostatic hypotension 
Hypertensive emergency 
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Vaccine.Group (as 


Admijiistered) 
Placebo 
(N*=5683) 
n> (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
10 (0.2) (0.1, 0.3) 
3 (0.1) (0.0, 0.2) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
5 (0.1) (0.0, 0.2) 
5 (0.1) (0.0, 0.2) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
5 (0.1) (0.0, 0.2) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
6 (0.1) (0.0, 0.2) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.64. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 
Ethnicity: Hispanic/Latino 


Vaccine Group (as 
Admijiistered) 


Placebo 
(N?=5683) 
System Organ Class n> (%) (95% CI*) 
Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator foxythe percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified eventCFor "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) SourceData: adae Table Generation: OOMAY2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_urblinded/€4591001_CSR/adae_s130_sae_p23_d2p eth 
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Final Full Clinical Study Report 
Protocol C4591001 


14.65. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects >16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 
Ethnicity: Non-Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Any adverse event 


BLOOD AND LYMPHATIC SYSTEM DISORDERS 


Thrombocytopenia 
Anaemia 
Microcytic anaemia 
Neutropenia 


CARDIAC DISORDERS 
Atrial fibrillation 
Myocardial infarction 
Acute coronary syndrome 
Acute myocardial infarction 
Coronary artery disease 
Aortic valve incompetence 
Cardiac arrest 
Angina unstable 
Arteriospasm coronary 
Bradycardia 
Cardiac failure acute 
Cardiac failure congestive 
Coronary artery occlasion 
Mitral valve prolapse 
Pericardial haenyerrhage 
Tachyarrhythmia 
Tachycardia 


CONGENMAL, FAMILIAL AND GENETIC DISORDERS 
Conzenital ureteropelvic junction obstruction 


EAR. AND LABYRINTH DISORDERS 
Vertigo 
EYE DISORDERS 
Eye haemorrhage 
Retinal artery occlusion 
Visual impairment 
GASTROINTESTINAL DISORDERS 


Pancreatitis acute 
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Vaccine Group (as 


Adniinistered) 
Placebo 
(N*=16129) 

n? (%) (95% CI‘) 
197 (1.2) (1.1, 1.4) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
35 (0.2) (0.2, 0.3) 
9 (0.1) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
17 (0.1) (0.1, 0.2) 
2 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.65. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Ethnicity: Non-Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Small intestinal obstruction 
Abdominal pain upper 
Colitis ischaemic 
Constipation 
Diverticulum intestinal 
Gastrointestinal haemorrhage 
Gastrointestinal mucosa hyperaemia 
Hiatus hernia 
Tleus 
Inguinal hernia 
Intestinal obstruction 
Large intestine perforation 
Oesophageal varices haemorrhage 
Retroperitoneal haematoma 
Salivary gland calculus 
Umbilical hernia 
Volvulus 

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 
Chest pain 
Death 


HEPATOBILIARY DISQRDERS 
Cholecystitis acute 
Hepatocellulardigury 

IMMUNE SYSTEM DISORDERS 
Anaphylactic shock 

INFECTIGNS AND INFESTATIONS 
C@YVID-19 
Appendicitis 
Pneumonia 
Urinary tract infection 
COVID-19 pneumonia 
Cellulitis 
Complicated appendicitis 
Meningitis bacterial 
Upper respiratory tract infection 
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Vaccine Group (as 


Administered) 
Placebo 
(N*=16129) 

n? (%) (95% CI‘) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
4 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
35 (0.2) (0.2, 0.3) 
7 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.65. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Ethnicity: Non-Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Appendicitis perforated 
Brain abscess 

Diabetic foot infection 
Diverticulitis 
Gastroenteritis bacterial 
Osteomyelitis 
Peritonitis 

Peritonsillar abscess 
Pneumonia aspiration 
Post procedural infection 
Sepsis 

Subcutaneous abscess 
Tooth infection 


INJURY, POISONING AND PROCEDURAL GOMPLICATIONS 


Road traffic accident 

Foot fracture 

Lower limb fracture 

Brain contusion 

Colon injury 

Concussion 

Craniocerebral injury 
Delayed recovery ffem anaesthesia 
Fall 

Flail chest 

Head injury 

Hip fracture 

Overcose 

Post procedural haematoma 
Post-traumatic pain 

Radius fracture 

Rib fracture 

Spinal column injury 
Subdural haematoma 
Toxicity to various agents 


Traumatic haemothorax 
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Vaccine Group (as 


Administered) 
Placebo 
(N*=16129) 
n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
17 (0.1) (0.1, 0.2) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.65. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Ethnicity: Non-Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


INVESTIGATIONS 
Blood pressure increased 
Hepatic enzyme increased 


Red blood cell morphology abnormal 


METABOLISM AND NUTRITION DISORDERS 
Hyperglycaemia 
Type 2 diabetes mellitus 
Diabetes mellitus inadequate control 
Diabetic ketoacidosis 
Hypokalaemia 


MUSCULOSKELETAL AND CONNECTIVEA®SSUESDISORDERS 
Osteoarthritis 
Arthralgia 
Intervertebral disc protrusion 
Cervical spinal stenosis 
Intervertebral disc degeneration 
Lumbar spinal stenosis 
Muscular weakness 
Psoriatic arthropathy 
Spondylolisthesis 


Thoracic spinal stengsis 


NEOPLASMS BENIN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 


POLYPS) 
Malignant melanoma 
Breast caticer 
Uterin@eiomyoma 
Intraductal proliferative breast lesion 
Ifvasive ductal breast carcinoma 
Lung adenocarcinoma 
Metastases to lymph nodes 
Pancreatic carcinoma 
Prostate cancer 
B-cell lymphoma 
Biliary cancer metastatic 
Bladder cancer 
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Vaccine Group (as 


Administered) 
Placebo 
(N*=16129) 

n? (%) (95% CI‘) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
6 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
13 (0.1) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
36 (0.2) (0.2, 0.3) 
5 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.65. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 


Ethnicity: Non-Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Breast cancer stage I 

Chronic myeloid leukaemia 

Lobular breast carcinoma in situ 
Metastases to liver 

Neuroendocrine tumour 

Oropharyngeal cancer recurrent 
Pancreatic neuroendocrine tumour 
Papillary serous endometrial carcinoma 
Parathyroid tumour benign 

Squamous cell carcinoma of head and neck 
Teratoma 


NERVOUS SYSTEM DISORDERS 
Syncope 
Transient ischaemic attack 
Spinal cord compression 
Amnesia 
Cerebral infarction 
Cerebrovascular accident 
Cervicogenic headache 
Dementia Alzheimer's type 
Dizziness 
Guillain-Barre syndrome 
Hemiplegic mig@ine 
Intraventricula? haemorrhage 
Paraesthesit 

PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 
Abefiton spontaneous 
Avortion spontaneous incomplete 
Retained products of conception 


PSYCHIATRIC DISORDERS 
Bipolar disorder 
Major depression 
Suicidal ideation 
Affective disorder 
Alcohol abuse 
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Vaccine Group (as 


Administered) 
Placebo 
(N*=16129) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
15 (0.1) (0.1, 0.2) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
8 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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14.65. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 
Ethnicity: Non-Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Alcohol withdrawal syndrome 
Depression 

Drug dependence 

Panic attack 

Psychotic disorder 

Suicide attempt 


RENAL AND URINARY DISORDERS 


Nephrolithiasis 
Hydronephrosis 


REPRODUCTIVE SYSTEM AND BREAST DISQ@RDERS 


Adnexal torsion 
Adenomyosis 

Benign prostatic hyperplasia 
Endometriosis 

Ovarian mass 


RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 


Pulmonary embolism 
Acute respiratory failure 
Dyspnoea 
Hypoxia 
Interstitial lung disease 
Pneumothorax 
Respiratory arrest 
Respiratory,failure 
SOCIAL CIRCUMSTANCES 
Miscatriage of partner 
VASEULAR DISORDERS 
Deep vein thrombosis 
Orthostatic hypotension 
Accelerated hypertension 
Aortic dissection 
Peripheral artery stenosis 
Superficial vein thrombosis 
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Vaccine Group (as 


Administered) 
Placebo 
(N*=16129) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
6 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
10 (0.1) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
7 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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14.65. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 
Ethnicity: Non-Hispanic/Non-Latino 


Vaccine Group (as 
Administered) 


Placebo 
(N*=16129) 
System Organ Class mn’ (%) (95% CI‘) 
Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator foxythe percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified eventCFor "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) SourceData: adae Table Generation: OOMAY2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_urblinded/€4591001_CSR/adae_s130_sae_p23_d2p eth 
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14.66. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 to 6 Months After Dose 2, by Ethnicity, by System Organ Class and Preferred 
Term — Blinded, Placebo-Controlled Follow-up Period — Phase 2/3 — Subjects =16 
Years of Age (Subjects Who Originally Received Placebo) — Safety Population 
Ethnicity: Not Reported 


Vaccine Group (as Administered) 


Placepo 
(N?=99) 
System Organ Class n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 1 @8) (0.0, 5.5) 
PSYCHIATRIC DISORDERS 1 (1.0) (0.0, 5.5) 
Depression suicidal 1 (1.0) (0.0, 5.5) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denéminator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event, 

c. Exact 2-sided CI, based on the Clopper and Pearson method: 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR202Z3 (16:46) Source Data: adae Table Generation: OOMAY2023 
(03:03) 

(Database Snapshot Date: 28APR2023) Output Filez;/nda2sunblinded/C4591001_CSR/adae_s130_sae_p23_d2p eth 
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14.67. Number (%o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by Syste 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period =Vhase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) P)acebo/BNT162b2 (30 
(N?=12989) lg) 
(N?=11913) 
System Organ Class n’(%) = (95% CI) sn (%) (95% CI‘) 
Preferred Term 
Any adverse event 183 (1.4) (1.2, 1.6) 130 (1.1) (0.9, 1.3) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 2 (0,0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Anaemia 10:0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lymphadenopathy 20.0) (0.0, 0.0) 0 (0.0, 0.0) 
CARDIAC DISORDERS 14 (0.1) (0.1, 0.2) 10 (0.1) (0.0, 0.2) 
Acute myocardial infarction 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Myocardial infarction 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Cardiac failure congestive 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Acute coronary syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Angina unstable 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cardio-respiratory arrest 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ventricular tachycardia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute left ventricular failure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myocardial ischaemia 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Palpitations 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pericarditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Conduction disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mitral valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
BRCA1 gene Tthutation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Vertiga 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
ENDQ€RINE DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Goitre 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
EYE DISORDERS 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Blindness unilateral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Choroidal neovascularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Retinal detachment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Visual impairment 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 17 (0.1) (0.1, 0.2) 11 0.1) (0.0, 0.2) 
Small intestinal obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelfo/BNT162b2 (30 
(N?=12989) Hg) 
(N?=11913) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI*) 
Preferred Term 
Intestinal obstruction 1 (0.0) (030, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatitis acute 1 (0.0) £0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatitis 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Abdominal adhesions 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colitis 1 (Q39) (0.0, 0.0) 0 (0.0, 0.0) 
Constipation 40.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastrooesophageal reflux disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Inguinal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Obstructive pancreatitis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Abdominal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colitis ulcerative 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Duodenal ulcer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Food poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastric perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastrointestinal necrosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Haemorrhoids 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hiatus hernia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Impaired gastric emptying 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Incarcerated inguinal hewiia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal perforation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Nausea 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE 8 (0.1) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
CONDITIONS. 
Chest pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Non-gardiac chest pain 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Drag withdrawal syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Death 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Electrocution 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypothermia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Treatment noncompliance 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
HEPATOBILIARY DISORDERS 12 (0.1) (0.0, 0.2) 7 (0.1) (0.0, 0.1) 
Cholelithiasis 0 (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelfo/BNT162b2 (30 
(N?=12989) Hg) 
(N?=11913) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI*) 
Preferred Term 
Cholecystitis acute 6 (0.0) (039, 0.1) 0 (0.0, 0.0) 
Cholecystitis 1 (0.0) £0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Bile duct stone 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Biliary colic 2 (0.03 (0.0, 0.1) 0 (0.0, 0.0) 
Acute hepatic failure 1 ¢Q9) (0.0, 0.0) 0 (0.0, 0.0) 
Cholelithiasis obstructive 10.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hepatitis acute 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Portal vein thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 2 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anaphylactoid reaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Drug hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 38 (0.3) (0.2, 0.4) 16 (0.1) (0.1, 0.2) 
Appendicitis 15 (0.1) (0.1, 0.2) 0 (0.0, 0.0) 
Pneumonia 3 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Diverticulitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Urinary tract infection 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Sepsis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastroenteritis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Appendicitis perforated 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Cellulitis 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pyelonephritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pelvic abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Peritonitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postoperativé wound infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abseg¢ss limb 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Acquired immunodeficiency syndrome 0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arthritis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
COVID-19 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cellulitis staphylococcal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cholecystitis infective 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Focal peritonitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gangrene 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelfo/BNT162b2 (30 
(N*=12989) Hg) 
(N?=11913) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI*) 
Preferred Term 
HIV infection 0 (09, 0.0) 1 (0.0) (0.0, 0.0) 
Herpes zoster oticus 1 (0.0) £0.0, 0.0) 0 (0.0, 0.0) 
Infected bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lower respiratory tract infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mastoiditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pelvic inflammatory disease 40.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Postoperative abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratory syncytial virus bronchiolitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Skin candida 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subcutaneous abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Suspected COVID-19 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tinea pedis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL @OMPLICATIONS 15 (0.1) (0.1, 0.2) 18 (0.2) (0.1, 0.2) 
Ankle fracture 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Rib fracture 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Overdose 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Road traffic accident 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Facial bones fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Upper limb fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cervical vertebral fractare 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Craniocerebral injury: 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Fall 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Foot fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Head injury: 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ligamextt, rupture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
TibiaGracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aééidental overdose 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Animal bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Arthropod bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Burns second degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Burns third degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clavicle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Concussion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hand fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelfo/BNT162b2 (30 
(N?=12989) Hg) 
(N?=11913) 
System Organ Class n’(%) (95% CI) n(%) (95% CI) 
Preferred Term 
Lower limb fracture 0 (030, 0.0) 1 (0.0) (0.0, 0.0) 
Meniscus injury 1 (0.0) £0.0, 0.0) 0 (0.0, 0.0) 
Neck injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Open fracture 1 (0.0% (0.0, 0.0) 0 (0.0, 0.0) 
Postoperative ileus Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Scapula fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Splenic rupture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ulna fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 6 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Diabetic ketoacidosis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Hypokalaemia 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Type 2 diabetes mellitus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hyperglycaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypoglycaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Malnutrition 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Obesity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 8 (0.1) (0.0, 0.1) 8 (0.1) (0.0, 0.1) 
DISORDERS 
Osteoarthritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intervertebral disc preirusion 3 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Intervertebral disédegeneration 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Back pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal sten@Sis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Spondyiolisthesis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Arthraigia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Céstochondritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Musculoskeletal chest pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myalgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Osteochondritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Rotator cuff syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 19 (0.1) (0.1, 0.2) 15 (0.1) (0.1, 0.2) 
(INCL CYSTS AND POLYPS) 
Prostate cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelio/BNT162b2 (30 
(N?=12989) Hg) 
(N?=11913) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI) 
Preferred Term 
Invasive ductal breast carcinoma 0 (030, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma of colon 1 (0.0) £0.0, 0.0) 0 (0.0, 0.0) 
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Breast cancer metastatic 1 (0.0% (0.0, 0.0) 0 (0.0, 0.0) 
Endometrial adenocarcinoma Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Invasive lobular breast carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Malignant melanoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Uterine leiomyoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Basal cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Breast cancer stage I 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lung adenocarcinoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Oropharyngeal squamous cell carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Testis cancer 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Benign hydatidiform mole 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clear cell renal cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hormone receptor positive bréaSt cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Laryngeal papilloma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Leydig cell tumour of the’téstis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lipoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lung cancer metaSjatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases ¢o central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic Malignant melanoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Muceepidermoid carcinoma of salivary gland 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Nestoendocrine carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ovarian adenoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Plasma cell myeloma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 14 (0.1) (0.1, 0.2) 14 (0.1) (0.1, 0.2) 
Cerebrovascular accident 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Syncope 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Transient ischaemic attack 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subarachnoid haemorrhage 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Dizziness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelio/BNT162b2 (30 
(N*=12989) Hg) 
(N?=11913) 
System Organ Class n’(%) = (95% CI) n(%) (95% CI) 
Preferred Term 
Seizure 1 (0.0) (02, 0.0) 2 (0.0) (0.0, 0.1) 
Toxic encephalopathy 0 £0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Idiopathic intracranial hypertension 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Neuropathy peripheral 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Optic neuritis 2 (Q39) (0.0, 0.1) 0 (0.0, 0.0) 
Amyotrophic lateral sclerosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Brachial plexopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Carpal tunnel syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Dural arteriovenous fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Encephalopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Loss of consciousness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Paraesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peripheral nerve lesion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Presyncope 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL 6 (0.0) (0.0, 0.1) 9 (0.1) (0.0, 0.1) 
CONDITIONS 
Abortion spontaneous 6 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.1) 
Ectopic pregnancy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 11 (0.1) (0.0, 0.2) 15 (0.1) (0.1, 0.2) 
Depression 3 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Suicidal ideation 0 (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Bipolar disorder, 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Completed suicide 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Alcohol wifidrawal syndrome 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Anxiety 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Drug&buse 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Major depression 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Psychotic disorder 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Suicide attempt 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute psychosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Alcohol abuse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Alcoholism 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bipolar I disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Obsessive-compulsive disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Post-traumatic stress disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.67. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelio/BNT162b2 (30 
(N?=12989) Hg) 
(N?=11913) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI*) 
Preferred Term 
Suicidal behaviour 0 (030, 0.0) 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 9 (0.1) (9.0, 0.1) 2 (0.0) (0.0, 0.1) 
Nephrolithiasis 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Acute kidney injury 1 (0.0% (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ureterolithiasis 3 00) (0.0, 0.1) 0 (0.0, 0.0) 
Renal colic Dt0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Ovarian cyst 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abnormal uterine bleeding 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adnexal torsion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast hyperplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endometrial thickening 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endometriosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Heavy menstrual bleeding 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL 6 (0.0) (0.0, 0.1) 10 (0.1) (0.0, 0.2) 
DISORDERS 
Pulmonary embolism 3 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.1) 
Acute respiratory failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Asthma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pleural effusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumothorax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dyspnoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Nasal septuméviation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
SKIN AND SG@BCUTANEOUS TISSUE DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pustulatypsoriasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
SOCIA CIRCUMSTANCES 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Miscarriage of partner 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pregnancy of partner 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 7 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Deep vein thrombosis 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Hypertensive urgency 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensive emergency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Iliac artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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Vaccine Group (as Administer¢6) 


Original BNT162b2 (30 Original 
Hg) Placelfo/BNT162b2 (30 
(N*=12989) pg) 
(N*=11913) 
System Organ Class m(%) = (95% CI) “Sn (%) (95% CI) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator forthe percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event.For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source:Bata: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded#-4591001_CSR/adae_s130_sae_p23_d2b_age 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
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2/3 — Subjects >16 Years of Age — Safety Population Age Group: >55 Years 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
ng) Plavebo/BNT162b2 (30 
(N*=8921) Hg) 
(N?=8354) 
System Organ Class n’(%) (95% CI¥Y = n° (%) (95% CI’) 
Preferred Term 
Any adverse event 245 (2.7) 2f2.4,3.1) 223 (2.7) (2.3, 3.0) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 2 (0.0) (0.0, 0.1) 6 (0.1) (0.0, 0.2) 
Anaemia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Febrile neutropenia 9) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Anaemia macrocytic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Blood loss anaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Lymphadenitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pancytopenia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
CARDIAC DISORDERS 50 (0.6) (0.4, 0.7) 33 (0.4) (0.3, 0.6) 
Acute myocardial infarction 9 (0.1) (0.0, 0.2) 6 (0.1) (0.0, 0.2) 
Atrial fibrillation 7 (0.1) (0.0, 0.2) 8 (0.1) (0.0, 0.2) 
Myocardial infarction 5 (0.1) (0.0, 0.1) 5 (0.1) (0.0, 0.1) 
Cardiac failure congestive 3 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Cardiac arrest 6 (0.1) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Coronary artery disease 6 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Supraventricular tachycardia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Acute coronary syndrome 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Angina pectoris 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Angina unstable 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cardio-respiratory arrest? 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Ventricular tachycardia 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Acute left ventri@uilar failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Coronary artery occlusion 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensrye heart disease 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Palpitations 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pericarditis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ventricular fibrillation 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Accelerated idioventricular rhythm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Atrial flutter 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Atrioventricular block complete 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Cardiovascular disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Coronary artery dissection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ischaemic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Postural orthostatic tachycardia syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n’(%) (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Sinus node dysfunction 0 (0:0, 0.0) 1 (0.0) (0.0, 0.1) 
Supraventricular extrasystoles 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ventricular arrhythmia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ventricular extrasystoles 1 (0,8) (0.0, 0.1) 0 (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS K¢O.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Heart disease congenital (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertrophic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
EAR AND LABYRINTH DISORDERS 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Vertigo 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
EYE DISORDERS 3 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Diplopia 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Eyelid ptosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Ophthalmic vein thrombosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Optic ischaemic neuropathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Retinal tear 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 21(0.2) = (0.1, 0.4) 18 (0.2) (0.1, 0.3) 
Small intestinal obstruction 5 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Intestinal obstruction 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Pancreatitis acute 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhage 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Abdominal adhesions 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Colitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Gastritis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Inguinal hernia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Lower gasttointestinal haemorrhage 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Abdonithal compartment syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Abdominal discomfort 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Atédominal hernia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
‘Abdominal pain upper 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Dental cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Diarrhoea 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Duodenal obstruction 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Enterocolitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Gastric ulcer haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Haemorrhoidal haemorrhage 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: >55 Years 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Intestinal ischaemia 0 (0:0, 0.0) 1 (0.0) (0.0, 0.1) 
Intestinal strangulation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Intestinal ulcer perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Oesophageal stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pancreatitis necrotising Qo (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Peptic ulcer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Rectal haemorrhage 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Splenic artery aneurysm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Upper gastrointestinal haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Vomiting 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
GENERAL DISORDERS AND ADMINISTRATION SKUE 9 (0.1) (0.0, 0.2) 9 (0.1) (0.0, 0.2) 
CONDITIONS 
Chest pain 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Non-cardiac chest pain 2 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Drug withdrawal syndrome 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Asthenia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Fatigue 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Impaired healing 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pyrexia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Sudden death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
HEPATOBILIARY JYSORDERS 8 (0.1) (0.0, 0.2) 6 (0.1) (0.0, 0.2) 
Cholelithiasis 6 (0.1) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Cholecystit# acute 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Cholecystitis 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Autoimmune hepatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Biffary dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Cholangitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Portosplenomesenteric venous thrombosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypersensitivity 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 36 (0.4) (0.3, 0.6) 33 (0.4) (0.3, 0.6) 
Appendicitis 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pneumonia 3 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.2) 
Diverticulitis 5 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: >55 Years 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n?(%) = (95% CI) ~ n (%) (95% CI*) 
Preferred Term 
Urinary tract infection 1 (0.0) (0:0, 0.1) 3 (0.0) (0.0, 0.1) 
Sepsis 2 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Gastroenteritis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Appendicitis perforated 1 (0,8) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cellulitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
COVID-19 pneumonia (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Clostridium difficile colitis 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pneumonia aspiration 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pyelonephritis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Septic shock 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Liver abscess 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Meningitis bacterial 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pelvic abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Postoperative wound infection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pyelonephritis acute 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Urosepsis 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Abdominal abscess 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Abscess intestinal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Bacteraemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Bacterial sepsis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Campylobacter gastroeniteritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Clostridium difficile @fection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Device related inféetion 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Emphysematous cholecystitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Empyema 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Endocarditis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Kidngyinfection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Labyrinthitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Penile infection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Peritonsillar abscess 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pneumonia pneumococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Post procedural infection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Respiratory tract infection viral 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Septic arthritis staphylococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Shigella sepsis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Staphylococcal infection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: >55 Years 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Subdiaphragmatic abscess 0 (0:0, 0.0) 1 (0.0) (0.0, 0.1) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 21 (0.2) ¢0.1, 0.4) 23 (0.3) (0.2, 0.4) 
Ankle fracture 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Rib fracture 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Overdose 3.68.0) (0.0, 0.1) 0 (0.0, 0.0) 
Road traffic accident (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Facial bones fracture 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pelvic fracture 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Upper limb fracture 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cervical vertebral fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Craniocerebral injury 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Fall 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Foot fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Fractured sacrum 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Head injury 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Lumbar vertebral fracture 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Procedural pain 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Thoracic vertebral fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Traumatic intracranial haemesthage 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Wrist fracture 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Alcohol poisoning 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Anastomotic complication 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Anastomotic steaesis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Arterial injury 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Brain contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Femur ftacture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Injury 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Mégcle contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Muscle rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Patella fracture 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Post procedural complication 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Procedural dizziness 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Skin laceration 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Spinal fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Subdural haematoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Tendon rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: >55 Years 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n?(%) = (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Traumatic liver injury 1 (0.0) (0:0, 0.1) 0 (0.0, 0.0) 
INVESTIGATIONS 0 ¢0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Blood lactic acid 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
METABOLISM AND NUTRITION DISORDERS 2 (O@) (0.0, 0.1) 5 (0.1) (0.0, 0.1) 
Diabetic ketoacidosis NO.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Hypokalaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hyponatraemia 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Type 2 diabetes mellitus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Fluid retention 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 17 (0.2) (0.1, 0.3) 17 (0.2) (0.1, 0.3) 
DISORDERS 
Osteoarthritis 9 (0.1) (0.0, 0.2) 11 (0.1) (0.1, 0.2) 
Intervertebral disc protrusion 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Arthritis 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Back pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Lumbar spinal stenosis 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Muscular weakness 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Spinal stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Spondylolisthesis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Intervertebral disc compression 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pain in extremity 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Spinal osteoarthatis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Synovial cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
NEOPLASMS)BENIGN, MALIGNANT AND UNSPECIFIED 50 (0.6) (0.4, 0.7) 41 (0.5) (0.4, 0.7) 
(INCL CYS¥S AND POLYPS) 
Prostate cancer 3 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.2) 
Breast cancer 5 (0.1) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Thvasive ductal breast carcinoma 2 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Adenocarcinoma of colon 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Adenocarcinoma pancreas 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Breast cancer metastatic 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Endometrial adenocarcinoma 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Invasive lobular breast carcinoma 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Malignant melanoma 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
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Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n’(%) = (95% CI) n (%) (95% CI*) 
Preferred Term 
Transitional cell carcinoma 2 (0.0) (0:0, 0.1) 1 (0.0) (0.0, 0.1) 
Acute myeloid leukaemia 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Basal cell carcinoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Bladder cancer 1 (0,8) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Breast cancer stage I 1-0) (0.0, 0.1) 0 (0.0, 0.0) 
Follicular lymphoma (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Lung neoplasm malignant 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Oropharyngeal squamous cell carcinoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pancreatic carcinoma metastatic 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Adenocarcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Adrenal gland cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Adrenal neoplasm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Angiosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Bladder cancer recurrent 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Borderline serous tumour of ovary 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Brain neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Breast cancer in situ 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Colon cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Colorectal adenoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Cutaneous T-cell lymphoria 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ductal adenocarcinomee7 pancreas 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Endometrial cancer, 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Gallbladder cancedstage II 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Gastric cancer. 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hepatic canger 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypergamrnaglobulinaemia benign monoclonal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Lymphocytic leukaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Mesothelioma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Metastases to lung 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Metastatic gastric cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Metastatic squamous cell carcinoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Non-small cell lung cancer stage HI 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Non-small cell lung cancer stage IV 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ovarian cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Ovarian cancer stage I 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Prostate cancer metastatic 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
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Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n’(%) (95% CI) ~ n° (%) (95% CI’) 
Preferred Term 
Prostate cancer stage II 0 (0:0, 0.0) 1 (0.0) (0.0, 0.1) 
Rhabdomyosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Skin cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Squamous cell carcinoma 1 (0,8) (0.0, 0.1) 0 (0.0, 0.0) 
Squamous cell carcinoma of the cervix 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Thyroid cancer (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Tonsil cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Transitional cell carcinoma recurrent 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Uterine cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Uterine leiomyosarcoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Vascular neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
NERVOUS SYSTEM DISORDERS 20 (0.2) (0.1, 0.3) 32 (0.4) (0.3, 0.5) 
Cerebrovascular accident 3 (0.0) (0.0, 0.1) 10 (0.1) (0.1, 0.2) 
Syncope 2 (0.0) (0.0, 0.1) 5 (0.1) (0.0, 0.1) 
Transient ischaemic attack 2 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Ischaemic stroke 2 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Subarachnoid haemorrhage 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Dizziness 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Toxic encephalopathy 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Neuropathy peripheral 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Aphasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Autonomic nervoussystem imbalance 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Brain stem infargfon 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Carotid arteryarieurysm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Carotid artéy stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Haemorthagic stroke 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypo@esthesia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Intficranial aneurysm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Intracranial hypotension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Myasthenia gravis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Psychogenic seizure 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Reversible cerebral vasoconstriction syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Sedation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Spinal cord haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Transient global amnesia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: >55 Years 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n?(%) = (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Uraemic encephalopathy 1 (0.0) (0:0, 0.1) 0 (0.0, 0.0) 
PSYCHIATRIC DISORDERS 5 (0.1) ¢0.0, 0.1) 5 (0.1) (0.0, 0.1) 
Depression 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Bipolar disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Completed suicide 6 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Suicide attempt (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Conversion disorder 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Disorientation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hallucination 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Mental disorder 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Mental status changes 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
RENAL AND URINARY DISORDERS 8 (0.1) (0.0, 0.2) 8 (0.1) (0.0, 0.2) 
Nephrolithiasis 5 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Acute kidney injury 2 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Urinary retention 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Bladder prolapse 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Glomerulonephritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Renal vein thrombosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Urinary tract obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
REPRODUCTIVE SYSTEMSAND BREAST DISORDERS 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Ovarian cyst 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Benign prostatic hyperplasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Prostatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Uterine prolapse 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS _ 13 (0.1) (0.1, 0.2) 19 (0.2) (0.1, 0.4) 
Pulmefary embolism 2 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Acute respiratory failure 2 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Cironic obstructive pulmonary disease 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
‘Asthma 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pleural effusion 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Acute respiratory distress syndrome 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Dyspnoea exertional 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Interstitial lung disease 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pneumothorax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Acute pulmonary oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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14.68. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Age Group, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Age Group: >55 Years 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=8921) Hg) 
(N*=8354) 
System Organ Class n’(%) (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Bronchospasm 0 (0:0, 0.0) 1 (0.0) (0.0, 0.1) 
Diaphragmatic paralysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pleurisy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pneumonitis 1 (0,8) (0.0, 0.1) 0 (0.0, 0.0) 
Pulmonary sarcoidosis 1-0) (0.0, 0.1) 0 (0.0, 0.0) 
Respiratory failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Diabetic foot 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
SURGICAL AND MEDICAL PROCEDURES 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Finger amputation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
VASCULAR DISORDERS 10 (0.1) (0.1, 0.2) 12 (0.1) (0.1, 0.3) 
Deep vein thrombosis 1 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Hypertension 3 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Arteriosclerosis 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensive urgency 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Aortic aneurysm 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Aortic dissection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Aortic stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypertensive crisis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypotension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypovolaemic shock, 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Peripheral artery thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 


Note: MedDRA,(V25.1) coding dictionary applied. 

a. N=numer of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects.eporting at least 1 occurrence of any adverse event. 

c. Bact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(93°05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_age 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase2/3 — 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
ng) Placebo/BNT162b2 (30 
(N?=17995) pg) 
(N?=16815) 
System Organ Class n’(%) = (95%CT) =n? (%)— (95% CI) 
Preferred Term 
Any adverse event 355 (2.0\s° (1.8,2.2) 306 (1.8) (1.6, 2.0) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 4 (0@) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Anaemia INO.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Febrile neutropenia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Blood loss anaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lymphadenitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pancytopenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
CARDIAC DISORDERS 56 (0.3) (0.2, 0.4) 37 (0.2) (0.2, 0.3) 
Acute myocardial infarction 12 (0.1) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Atrial fibrillation 7 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1) 
Myocardial infarction 6 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Cardiac failure congestive 3 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Cardiac arrest 6 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Coronary artery disease 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute coronary syndrome 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Angina pectoris 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Angina unstable 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cardio-respiratory atfest 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Ventricular tach¥gardia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute left ventficular failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Coronaryjtery occlusion 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypertensive heart disease 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myevardial ischaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Palpitations 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pericarditis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ventricular fibrillation 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Accelerated idioventricular rhythm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Atrial flutter 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Atrioventricular block complete 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cardiovascular disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Conduction disorder 0 (0:0, 0.0) 1 (0.0) (0.0, 0.0) 
Coronary artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ischaemic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mitral valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postural orthostatic tachycardia syndrome Qo (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Sinus node dysfunction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Supraventricular extrasystoles 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ventricular extrasystoles 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENETIC DISQRDERS 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
BRCA1 gene mutation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypertrophic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Vertigo 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
ENDOCRINE DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Goitre 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
EYE DISORDERS 6 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Diplopia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Blindness unilateral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Choroidal neovascularisation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Eyelid ptosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ophthalmic vein thrombosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Optic ischaemicsfeuropathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Retinal detachment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Retinal tear 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Visual amnpairment 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 30 (0.2) (0.1, 0.2) 24 (0.1) (0.1, 0.2) 
Small intestinal obstruction 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Intestinal obstruction 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Pancreatitis acute 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhage 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pancreatitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal adhesions 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Constipation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Gastritis 2 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Inguinal hernia 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lower gastrointestinal haemorrhage 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal compartment syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal discomfort Qo (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal hernia (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal pain upper 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colitis ulcerative 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dental cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Diarrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Duodenal obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Duodenal ulcer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Enterocolitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Food poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastric ulcer haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastrointestinal necrosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Haemorrhoids 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Impaired gastric emptying 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Incarcerated inguinal hewiia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal ischaemia, 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Intestinal perforation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal strangulation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal ulver perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Nausea 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Oesophageal stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Panéreatitis necrotising 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Peptic ulcer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Rectal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Splenic artery aneurysm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Upper gastrointestinal haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Vomiting 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE 13 (0.1) (0.0, 0.1) 11 (0.1) (0.0, 0.1) 
CONDITIONS 
Chest pain 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
PFIZER CONFIDENTIAL 


Page 342 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Non-cardiac chest pain 3 (0.0) (0:0, 0.0) 2 (0.0) (0.0, 0.0) 
Drug withdrawal syndrome 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Death 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Asthenia 1 (0,8) (0.0, 0.0) 0 (0.0, 0.0) 
Electrocution 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Fatigue 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypothermia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Impaired healing 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pyrexia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Sudden death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Vascular stent occlusion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
HEPATOBILIARY DISORDERS 16 (0.1) (0.1, 0.1) 11 (0.1) (0.0, 0.1) 
Cholelithiasis 6 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Cholecystitis acute 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Cholecystitis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Bile duct stone 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Biliary colic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Acute hepatic failure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Autoimmune hepatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Biliary dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cholangitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cholelithiasis obstfuctive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hepatitis acute. 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Portosplenémesenteric venous thrombosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
IMMUNESYSTEM DISORDERS 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Amaphylactoid reaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Drug hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 60 (0.3) (0.3, 0.4) 45 (0.3) (0.2, 0.4) 
Appendicitis 15 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Pneumonia 4 (0.0) (0.0, 0.1) 10 (0.1) (0.0, 0.1) 
Diverticulitis 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Urinary tract infection 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Sepsis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI) 
Preferred Term 
Gastroenteritis 0 (0:0, 0.0) 3 (0.0) (0.0, 0.1) 
Appendicitis perforated 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Cellulitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
COVID-19 pneumonia 1 (0,8) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Clostridium difficile colitis 2:40) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumonia aspiration *(0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pyelonephritis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Septic shock 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Liver abscess 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Meningitis bacterial 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pelvic abscess 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Peritonitis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postoperative wound infection 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Urosepsis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess limb 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arthritis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bacteraemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bacterial sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
COVID-19 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Campylobactergastroenteritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cellulitis staphylococcal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cholecystitis infective 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Clostridium difficile infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dewice related infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Emphysematous cholecystitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Empyema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endocarditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Focal peritonitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gangrene 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Herpes zoster oticus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Infected bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Kidney infection 0 (0:0, 0.0) 1 (0.0) (0.0, 0.0) 
Labyrinthitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mastoiditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pelvic inflammatory disease 1 (0,8) (0.0, 0.0) 0 (0.0, 0.0) 
Penile infection 10) (0.0, 0.0) 0 (0.0, 0.0) 
Peritoneal abscess (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pneumonia pneumococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Post procedural infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Postoperative abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Septic arthritis staphylococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Shigella sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Skin candida 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subcutaneous abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subdiaphragmatic abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Suspected COVID-19 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tinea pedis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 32 (0.2) (0.1, 0.3) 34 (0.2) (0.1, 0.3) 
Ankle fracture 3 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Rib fracture 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Overdose 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Road traffic accidert 3 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Facial bones fractute 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Pelvic fracture 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Upper limbGracture 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cervicakvertebral fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
CraniOcerebral injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Fatt 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Boot fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Fractured sacrum 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Head injury 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ligament rupture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lumbar vertebral fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Thoracic vertebral fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Tibia fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
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Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Wrist fracture 2 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Accidental overdose 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anastomotic complication 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anastomotic stenosis Qo (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Animal bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Arterial injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Burns second degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Burns third degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Concussion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Femur fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hand fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Meniscus injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Muscle contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Muscle rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Neck injury 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Open fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Patella fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Post procedural compligation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postoperative ileus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Procedural dizzinéss 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Skin laceration’ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal cord@njury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Splengetupture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subdural haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tendon rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Traumatic liver injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ulna fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 4 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Diabetic ketoacidosis 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Hypokalaemia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hyponatraemia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
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System Organ Class n’(%) (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Type 2 diabetes mellitus 0 (0:0, 0.0) 1 (0.0) (0.0, 0.0) 
Fluid retention 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypoglycaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Malnutrition 1 (0,8) (0.0, 0.0) 0 (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 20N0.1) (0.1, 0.2) 23 (0.1) (0.1, 0.2) 
DISORDERS 
Osteoarthritis 7 (0.0) (0.0, 0.1) 11 (0.1) (0.0, 0.1) 
Intervertebral disc protrusion 3 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Arthritis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Back pain 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lumbar spinal stenosis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Muscular weakness 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal stenosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Spondylolisthesis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Arthralgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Intervertebral disc compression 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myalgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Osteochondritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pain in extremity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Rotator cuff syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal osteoarthritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Synovial cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 64 (0.4) (0.3, 0.5) 54 (0.3) (0.2, 0.4) 
(INCL CYSTS@AND POLYPS) 
Prostate,cancer 3 (0.0) (0.0, 0.0) 9 (0.1) (0.0, 0.1) 
Breastvancer 6 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
InvyeSive ductal breast carcinoma 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Adenocarcinoma of colon 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma pancreas 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Breast cancer metastatic 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Invasive lobular breast carcinoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Malignant melanoma 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Transitional cell carcinoma 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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Preferred Term 
Uterine leiomyoma 0 (0:0, 0.0) 2 (0.0) (0.0, 0.0) 
Acute myeloid leukaemia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Basal cell carcinoma 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bladder cancer 1 (0,8) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast cancer stage I 1-0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Follicular lymphoma (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lung adenocarcinoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lung neoplasm malignant 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Oropharyngeal squamous cell carcinoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatic carcinoma metastatic 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Testis cancer 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Adrenal gland cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Adrenal neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Angiosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Benign hydatidiform mole 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Borderline serous tumour of ovary 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Brain neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast cancer in situ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clear cell renal cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Colon cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colorectal adefoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cutaneous @;cell lymphoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ductal adenocarcinoma of pancreas 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Endometrial cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gatibladder cancer stage II 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastric cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hepatic cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hormone receptor positive breast cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypergammaglobulinaemia benign monoclonal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lipoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lung cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lymphocytic leukaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Meningioma 1 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Mesothelioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to lung 1 (0,8) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic gastric cancer 1-0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic malignant melanoma (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Neuroendocrine carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Non-small cell lung cancer stage I 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Non-small cell lung cancer stage IV 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ovarian adenoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ovarian cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ovarian cancer stage I 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Plasma cell myeloma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Prostate cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Prostate cancer stage II 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Rhabdomyosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Skin cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Squamous cell carcinoma ofthe cervix 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Thyroid cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Transitional cell carothoma recurrent 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uterine leiomyosateoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Vascular neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 29 (0.2) (0.1, 0.2) 40 (0.2) (0.2, 0.3) 
Cerebrovascular accident 4 (0.0) (0.0, 0.1) 9 (0.1) (0.0, 0.1) 
Syncépe 3 (0.0) (0.0, 0.0) 7 (0.0) (0.0, 0.1) 
Trafisient ischaemic attack 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Ischaemic stroke 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Subarachnoid haemorrhage 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Dizziness 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Seizure 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Toxic encephalopathy 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Neuropathy peripheral 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Optic neuritis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=17995) ng) 
(N*=16815) 
System Organ Class m(%) (95% CIV n> (%) (95% CI) 


Preferred Term 
Amyotrophic lateral sclerosis 0 (0:0, 0.0) 1 (0.0) (0.0, 0.0) 
Aphasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Autonomic nervous system imbalance 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Brachial plexopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 

0 

0 

0 


Carotid artery aneurysm (0.0, 0.0) 1 (0.0) (0.0, 0.0) 


Carotid artery stenosis (0.0, 0.0) 1 (0.0) (0.0, 0.0) 


Carpal tunnel syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Encephalopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypoaesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intracranial aneurysm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intracranial hypotension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Myasthenia gravis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Paraesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peripheral nerve lesion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Psychogenic seizure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Reversible cerebral vasoconstrictton syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Sedation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Spinal cord haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Transient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uraemic encephalopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 5 (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1) 
Abortion spontaneous 5 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Ectopic pregnancy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
PSYCHIAZRIC DISORDERS 11 (0.1) (0.0, 0.1) 16 (0.1) (0.1, 0.2) 
Depression 2 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Suicidal ideation 0 (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Bipolar disorder 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Completed suicide 0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Anxiety 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Major depression 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Psychotic disorder 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Suicide attempt 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute psychosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Alcoholism 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Bipolar I disorder 1 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Conversion disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Disorientation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hallucination 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mental disorder 1-0) (0.0, 0.0) 0 (0.0, 0.0) 
Mental status changes 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Obsessive-compulsive disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Post-traumatic stress disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Suicidal behaviour 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 14 (0.1) (0.0, 0.1) 8 (0.0) (0.0, 0.1) 
Nephrolithiasis 7 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Acute kidney injury 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Ureterolithiasis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Renal colic 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Urinary retention 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Bladder prolapse 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Glomerulonephritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Renal vein thrombosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
REPRODUCTIVE SYSTEMAND BREAST DISORDERS 4 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Ovarian cyst 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abnormal uterine bieéding 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adnexal torsion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Benign prostat)¢ hyperplasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
EndometriaMhickening 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endométriosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Heayy menstrual bleeding 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pedstatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Uterine prolapse 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS _ 15 (0.1) (0.0, 0.1) 24 (0.1) (0.1, 0.2) 
Pulmonary embolism 3 (0.0) (0.0, 0.0) 8 (0.0) (0.0, 0.1) 
Acute respiratory failure 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Chronic obstructive pulmonary disease 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Asthma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pleural effusion 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Acute respiratory distress syndrome 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
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14.69. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Race: White 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=17995) Hg) 
(N*=16815) 
System Organ Class n’(%) = (95% CI) ~ n° (%) (95% CI*) 
Preferred Term 
Dyspnoea exertional 1 (0.0) (0:0, 0.0) 1 (0.0) (0.0, 0.0) 
Interstitial lung disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumothorax 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Acute pulmonary oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Bronchospasm Qo (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Diaphragmatic paralysis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dyspnoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Nasal septum deviation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pleurisy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratory failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Diabetic foot 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pustular psoriasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
SOCIAL CIRCUMSTANCES 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Miscarriage of partner 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pregnancy of partner 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
SURGICAL AND MEDICAL PROCEDURES 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Finger amputation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
VASCULAR DISORDERS 11 (0.1) (0.0, 0.1) 11 (0.1) (0.0, 0.1) 
Deep vein thrombosis 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Hypertension 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Arteriosclerosis 3 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypertensive tirgency 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Aorti¢. dissection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aorut stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypertensive crisis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypotension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Iliac artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peripheral artery thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=17995) ng) 
(N?=16815) 
System Organ Class m(%) (95% CIN n> (%) = (95% CI) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

Note: All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects in the specified group. This value is the denominata for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Sowpce Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./ndaa. unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_race 
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14.70. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Orga 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3— 
Subjects =>16 Years of Age — Safety Population Race: Black or African American 


Vaccine Group (as Administered) 


Original BNT162b2 Original 
(30 pg) Placebo/BNT162b2 (30 
(N?=2037) pg) 
(N?=1739) 
System Organ Class n(%) (95%CIY n> (%) (95% CI*) 
Preferred Term 
Any adverse event 391.9)  b.4, 2.6) 25 (1.4) (0.9, 2.1) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 0 (0.0, 0.2) 1(0.1) (0.0, 0.3) 
Anaemia macrocytic 0. (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
CARDIAC DISORDERS AY0.2) (0.1, 0.5) 6 (0.3) (0.1, 0.7) 
Atrial fibrillation 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Myocardial infarction 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Cardiac failure congestive 1 (0.0) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
Cardiac arrest 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Coronary artery disease 2 (0.1) (0.0, 0.4) 0 (0.0, 0.2) 
Supraventricular tachycardia 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Acute coronary syndrome 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Acute left ventricular failure 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Myocardial ischaemia 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Vertigo 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
GASTROINTESTINAL DISORDERS 6 (0.3) (0.1, 0.6) 3 (0.2) (0.0, 0.5) 
Intestinal obstruction 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Pancreatitis 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Constipation 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Gastrooesophageahreflux disease 1 (0.0) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
Obstructive parisreatitis 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Haemorrhojdal haemorrhage 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Hiatus heraia 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
GENERA® DISORDERS AND ADMINISTRATION SITE 3 (0.1) (0.0, 0.4) 0 (0.0, 0.2) 
CONDNSIONS 
Citest pain 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Non-cardiac chest pain 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Treatment noncompliance 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
HEPATOBILIARY DISORDERS 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Bile duct stone 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
INFECTIONS AND INFESTATIONS 5 (0.2) (0.1, 0.6) 2 (0.1) (0.0, 0.4) 
Appendicitis 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Pneumonia 1 (0.0) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
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14.70. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Race: Black or African American 


Vaccine Group (as Administeré) 


Original BNT162b2 Original 
(30 pg) Placelie/BNT162b2 (30 
(N*=2037) Hg) 
(N*=1739) 
System Organ Class n’(%) = (95% CI*) “wn? (%) (95% CI*) 
Preferred Term 
Sepsis 0 (030, 0.2) 1 (0.1) (0.0, 0.3) 
Pyelonephritis acute 1 (0.0) £0.0, 0.3) 0 (0.0, 0.2) 
Urosepsis 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Acquired immunodeficiency syndrome 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
HIV infection Q (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Lower respiratory tract infection 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Peritonsillar abscess 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Respiratory syncytial virus bronchiolitis 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
INJURY, POISONING AND PROCEDURAL COMPLIGATIONS 1 (0.0) (0.0, 0.3) 2 (0.1) (0.0, 0.4) 
Overdose 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Fall 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Brain contusion 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Scapula fracture 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
METABOLISM AND NUTRITION DISORDERS 4 (0.2) (0.1, 0.5) 2 (0.1) (0.0, 0.4) 
Diabetic ketoacidosis 2 (0.1) (0.0, 0.4) 0 (0.0, 0.2) 
Hypokalaemia 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Type 2 diabetes mellitus 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Hyperglycaemia 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Obesity 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
MUSCULOSKELETAL ANIXCONNECTIVE TISSUE 4 (0.2) (0.1, 0.5) 1 (0.1) (0.0, 0.3) 
DISORDERS 
Osteoarthritis 3 (0.1) (0.0, 0.4) 0 (0.0, 0.2) 
Costochondritis 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Musculoskelefal chest pain 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
NEOPLASMS)BENIGN, MALIGNANT AND UNSPECIFIED 3 (0.1) (0.0, 0.4) 1 (0.1) (0.0, 0.3) 
(INCL CYS¥S AND POLYPS) 
Adenocarcinoma of colon 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Uterine leiomyoma 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Bladder cancer recurrent 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Uterine cancer 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
NERVOUS SYSTEM DISORDERS 3 (0.1) (0.0, 0.4) 4 (0.2) (0.1, 0.6) 
Cerebrovascular accident 1 (0.0) (0.0, 0.3) 2 (0.1) (0.0, 0.4) 
Seizure 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Brain stem infarction 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Haemorrhagic stroke 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
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14.70. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Race: Black or African American 


Vaccine Group (as Administeré) 


Original BNT162b2 Original 
(30 pg) Placelie/BNT162b2 (30 
(N*=2037) Hg) 
(N*=1739) 
System Organ Class n’(%) = (95% CI*) “wn? (%) (95% CI*) 
Preferred Term 
Presyncope 0 (030, 0.2) 1 (0.1) (0.0, 0.3) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS _ 1 (0.0) (5.0, 0.3) 1 (0.1) (0.0, 0.3) 
Abortion spontaneous 1 (0.0) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
PSYCHIATRIC DISORDERS 2 (O@) (0.0, 0.4) 1 (0.1) (0.0, 0.3) 
Depression IN0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Drug abuse 1°(0.0) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
RENAL AND URINARY DISORDERS 1 (0.0) (0.0, 0.3) 2 (0.1) (0.0, 0.4) 
Nephrolithiasis 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Acute kidney injury 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Urinary tract obstruction 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
RESPIRATORY, THORACIC AND MEDIASHINALDISORDERS = 3 (0.1) (0.0, 0.4) 4 (0.2) (0.1, 0.6) 
Pulmonary embolism 2 (0.1) (0.0, 0.4) 2 (0.1) (0.0, 0.4) 
Acute respiratory failure 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Pleural effusion 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Pulmonary sarcoidosis 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
SOCIAL CIRCUMSTANCES 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Miscarriage of partner 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
VASCULAR DISORDERS 6 (0.3) (0.1, 0.6) 0 (0.0, 0.2) 
Deep vein thrombosis 3 (0.1) (0.0, 0.4) 0 (0.0, 0.2) 
Hypertension 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Hypertensive urgency. 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 
Hypertensive emérgency 1 (0.0) (0.0, 0.3) 0 (0.0, 0.2) 


Note: MedDRA (25.1) coding dictionary applied. 

Note: All others’= American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race Categories. 

a. N=nlumber of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c.-~Exact 2-sided CI, based on the Clopper and Pearson method. 

PPIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_race 
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14.71. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Orga 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3— 
Subjects =>16 Years of Age — Safety Population Race: All Others 


Vaccine Group (as Administered) 


Original BNT162b2 Original 
(30 pg) Placedo/BNT162b2 (30 
(N*=1878) pg) 
(N*=1713) 
System Organ Class mn’ (%) (95% CI‘} n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 34 (1.8) 6.3, 2.5) 22 (1.3) (0.8, 1.9) 
CARDIAC DISORDERS 4 (0.2) (0.1, 0.5) 0 (0.0, 0.2) 
Acute myocardial infarction 1 (OA) (0.0, 0.3) 0 (0.0, 0.2) 
Cardiac failure congestive INO-1) (0.0, 0.3) 0 (0.0, 0.2) 
Angina pectoris 10.1) (0.0, 0.3) 0 (0.0, 0.2) 
Cardio-respiratory arrest 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Heart disease congenital 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
GASTROINTESTINAL DISORDERS 2 (0.1) (0.0, 0.4) 2 (0.1) (0.0, 0.4) 
Gastrointestinal haemorrhage 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Pancreatitis 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Obstructive pancreatitis 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Gastric perforation 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
GENERAL DISORDERS AND ADMINIS¥RATION SITE 1 (0.1) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
CONDITIONS 
Non-cardiac chest pain 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Shoulder injury related to vac¢ine administration 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
HEPATOBILIARY DISORDERS 3 (0.2) (0.0, 0.5) 2 (0.1) (0.0, 0.4) 
Cholecystitis acute 3 (0.2) (0.0, 0.5) 0 (0.0, 0.2) 
Cholecystitis 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Portal vein thrombgsis 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
IMMUNE SYSTEM DISORDERS 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Anaphylactit reaction 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
INFECTIONS AND INFESTATIONS 9 (0.5) (0.2, 0.9) 2 (0.1) (0.0, 0.4) 
Appendicitis 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Pxeumonia 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Urinary tract infection 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Sepsis 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Gastroenteritis 1 (0.1) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
Appendicitis perforated 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Cellulitis 1 (0.1) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
Pyelonephritis acute 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Respiratory tract infection viral 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 3 (0.2) (0.0, 0.5) 5 (0.3) (0.1, 0.7) 
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14.71. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Race: All Others 


System Organ Class 
Preferred Term 


Rib fracture 
Road traffic accident 
Facial bones fracture 
Craniocerebral injury 
Fractured sacrum 
Procedural pain 
Arthropod bite 
Clavicle fracture 
Lower limb fracture 
INVESTIGATIONS 
Blood lactic acid 
METABOLISM AND NUTRITION DISORDERS 
Hyponatraemia 
MUSCULOSKELETAL AND CONNECTIVE ISSUE 
DISORDERS 
Intervertebral disc protrusion 
Intervertebral disc degeneration 


NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 
(INCL CYSTS AND POLYPS) 


Vaccine Group (as Administeréi) 


Original BNT162b2 Original 
(30 pg) Placelie/BNT162b2 (30 
(N*=1878) Hg) 
(N*=1713) 


n’(%) = (95% CI*) "n> (%) (95% CI‘) 


1(0.1) — (0;0,'0.3) 0 (0.0, 0.2) 
1(0.1) 460, 0.3) 0 (0.0, 0.2) 
1 (0.1) <& (0.0, 0.3) 0 (0.0, 0.2) 
0 (0.0,0.2)  1(0.1) (0.0, 0.3) 
6 (0.0,0.2) 10.1) (0.0, 0.3) 
$0.1) (0.0,0.3) 10.1) (0.0, 0.3) 
0 (0.0,0.2) — 1(0.1) (0.0, 0.3) 
1(0.1) (0.0, 0.3) 0 (0.0, 0.2) 
0 (0.0,0.2) 1(0.1) (0.0, 0.3) 
0 (0.0,0.2) 1(0.1) (0.0, 0.3) 
0 (0.0,0.2) 1 (0.1) (0.0, 0.3) 
0 (0.0,0.2) 10.1) (0.0, 0.3) 
0 (0.0,0.2) — 1(0.1) (0.0, 0.3) 


1(0.1)  (0.0,0.3) 1(0.1) (0.0, 0.3) 


1(0.1) (0.0, 0.3) 0 (0.0, 0.2) 
0 (0.0,0.2) 1.1) — (0.0,0.3) 


2(0.1) (0.0,04)  1(0.1) — (0.0,0.3) 


Laryngeal papilloma 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Mucoepidermoid carciffoma of salivary gland 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Tonsil cancer 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
NERVOUS SYSTEM DISORDERS 2 (0.1) (0.0, 0.4) 2 (0.1) (0.0, 0.4) 
Transient ischeemic attack 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Subarachx@id haemorrhage 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Dural arfériovenous fistula 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Los@of consciousness 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
‘Abortion spontaneous 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
PSYCHIATRIC DISORDERS 3 (0.2) (0.0, 0.5) 3 (0.2) (0.0, 0.5) 
Depression 1 (0.1) (0.0, 0.3) ) (0.0, 0.2) 
Suicidal ideation 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Completed suicide 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
Alcohol withdrawal syndrome 0 (0.0, 0.2) 2 (0.1) (0.0, 0.4) 
Alcohol abuse 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
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14.71. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Race, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Race: All Others 


Vaccine Group (as Administeréi) 


Original BNT162b2 Original 
(30 pg) Placelie/BNT162b2 (30 
(N*=1878) Hg) 
(N*=1713) 
System Organ Class n’(%) = (95% CI*) “wn? (%) (95% CI‘) 
Preferred Term 
RENAL AND URINARY DISORDERS 2 (0.1) (030, 0.4) 0 (0.0, 0.2) 
Nephrolithiasis 1 (0.1) £0.0, 0.3) 0 (0.0, 0.2) 
Acute kidney injury 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 10-9 (0.0, 0.3) 0 (0.0, 0.2) 
Breast hyperplasia KeGr1) (0.0, 0.3) 0 (0.0, 0.2) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS “NJ (0.1) (0.0, 0.3) 1 (0.1) (0.0, 0.3) 
Pulmonary embolism 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 
Asthma 1 (0.1) (0.0, 0.3) 0 (0.0, 0.2) 
VASCULAR DISORDERS 0 (0.0, 0.2) 2 (0.1) (0.0, 0.4) 
Deep vein thrombosis 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 


Hypovolaemic shock 0 (0.0, 0.2) 1 (0.1) (0.0, 0.3) 


Note: MedDRA (v25.1) coding dictionary applied. 

Note: All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects in the specified.group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at Jéast 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence_of any adverse event. 

c. Exact 2-sided CI, based on the Ciopper and Pearson method. 

PFIZER CONFIDENTIAL SDTMCieation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_race 
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14.72. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase2/3 — 
Subjects >=16 Years of Age — Safety Population Sex: Male 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
ng) Placebo/BNT162b2 (30 
(N*=11241) ug) 
(N?=10150) 
System Organ Class n’(%) = (95%CT) =n? (%) — (95% CI) 
Preferred Term 
Any adverse event 231 (2,.1Qs° (1.8, 2.3) 171 (1.7) (1.4, 2.0) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0@) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Anaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Febrile neutropenia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Anaemia macrocytic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pancytopenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
CARDIAC DISORDERS 48 (0.4) (0.3, 0.6) 33 (0.3) (0.2, 0.5) 
Acute myocardial infarction 10 (0.1) (0.0, 0.2) 6 (0.1) (0.0, 0.1) 
Atrial fibrillation 5 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.2) 
Myocardial infarction 5 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Cardiac failure congestive 5 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Cardiac arrest 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Coronary artery disease 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Supraventricular tachycardia 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Acute coronary syndrome 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Angina pectoris 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Angina unstable 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Cardio-respiratory arrest 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Ventricular tachycardia 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Acute left ventricular failure 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Coronary artery 6cclusion 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensive‘keart disease 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myocardia) ischaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Palpitations 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Peri€arditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ventricular fibrillation 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Accelerated idioventricular rhythm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Atrial flutter 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Atrioventricular block complete 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cardiovascular disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Ischaemic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Mitral valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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14.72. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Sex: Male 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=11241) Lg) 
(N*=10150) 
System Organ Class n’(%) = (95% CI) ~ n (%) (95% CI‘) 
Preferred Term 
Postural orthostatic tachycardia syndrome 0 (0:0, 0.0) 1 (0.0) (0.0, 0.1) 
Sinus node dysfunction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Supraventricular extrasystoles 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ventricular extrasystoles 1 (0,8) (0.0, 0.0) 0 (0.0, 0.0) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 6 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypertrophic cardiomyopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
EAR AND LABYRINTH DISORDERS 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Vertigo 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
EYE DISORDERS 3 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Diplopia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Blindness unilateral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Eyelid ptosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Optic ischaemic neuropathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Retinal tear 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 20 (0.2) (0.1, 0.3) 13 (0.1) (0.1, 0.2) 
Small intestinal obstruction 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Intestinal obstruction 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Pancreatitis acute 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhag¢ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pancreatitis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Abdominal adhesions 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastrooesophag¥dl reflux disease 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Inguinal hernia 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Lower gaSttointestinal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdonithal compartment syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Abdominal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Dental cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Gastric ulcer haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Gastrointestinal necrosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Haemorrhoidal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Haemorrhoids 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Incarcerated inguinal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal strangulation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pancreatitis necrotising 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=11241) Lg) 
(N*=10150) 
System Organ Class n’(%) = (95% CI) ~ n (%) (95% CI’) 
Preferred Term 
Peptic ulcer 0 (0:0, 0.0) 1 (0.0) (0.0, 0.1) 
Rectal haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Splenic artery aneurysm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Upper gastrointestinal haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Vomiting 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
GENERAL DISORDERS AND ADMINISTRATION SITE 2 (0.1) (0.1, 0.2) 5 (0.0) (0.0, 0.1) 
CONDITIONS 
Chest pain 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Non-cardiac chest pain 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Drug withdrawal syndrome 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Death 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Asthenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Electrocution 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypothermia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Impaired healing 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pyrexia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Sudden death 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
HEPATOBILIARY DISORDERS 11 (0.1) (0.0, 0.2) 5 (0.0) (0.0, 0.1) 
Cholelithiasis 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Cholecystitis acute 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Cholecystitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bile duct stone 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Biliary colic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Acute hepatic failure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Autoimxanne hepatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Biliakydyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
ChOlangitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Cholelithiasis obstructive 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Portosplenomesenteric venous thrombosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Drug hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 44 (0.4) (0.3, 0.5) 21 (0.2) (0.1, 0.3) 
Appendicitis 8 (0.1) (0.0, 0.1) 0 (0.0, 0.0) 
Pneumonia 3 (0.0) (0.0, 0.1) 6 (0.1) (0.0, 0.1) 
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System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Diverticulitis 2 (0.0) (0:0, 0.1) 2 (0.0) (0.0, 0.1) 
Urinary tract infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Sepsis 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Gastroenteritis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Appendicitis perforated 1-0) (0.0, 0.0) 0 (0.0, 0.0) 
Cellulitis (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
COVID-19 pneumonia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Clostridium difficile colitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pneumonia aspiration 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Liver abscess 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Peritonitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Postoperative wound infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pyelonephritis acute 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Urosepsis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Abdominal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess limb 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Acquired immunodeficiency syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Anal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arthritis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bacteraemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bacterial sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Campylobactergastroenteritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Cellulitis staphylococcal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clostridium difficile infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Devigerelated infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Enpphysematous cholecystitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endocarditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gangrene 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
HIV infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Herpes zoster oticus 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Kidney infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Lower respiratory tract infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Mastoiditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Penile infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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System Organ Class n’(%) = (95% CI) ~ n (%) (95% CI’) 
Preferred Term 
Peritoneal abscess 1 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Peritonsillar abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pneumonia pneumococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Post procedural infection 1 (0,8) (0.0, 0.0) 0 (0.0, 0.0) 
Postoperative abscess 1.0) (0.0, 0.0) 0 (0.0, 0.0) 
Septic arthritis staphylococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Shigella sepsis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Skin candida 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subdiaphragmatic abscess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Suspected COVID-19 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tinea pedis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL CQMPLICATIONS 27 (0.2) (0.2, 0.3) 22 (0.2) (0.1, 0.3) 
Ankle fracture 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Rib fracture 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Overdose 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Road traffic accident 4 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Facial bones fracture 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pelvic fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Upper limb fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Cervical vertebral fractare 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Craniocerebral injury: 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Fall 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Foot fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Fractured s&crum 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Head injury 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Ligarfent rupture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pré@edural pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tibia fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Wrist fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Accidental overdose 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anastomotic stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Arthropod bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Brain contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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Preferred Term 
Burns second degree 1 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Burns third degree 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clavicle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Femur fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hand fracture 1.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hip fracture (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Meniscus injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Muscle rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Open fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Patella fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Post procedural complication 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Postoperative ileus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Scapula fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Skin laceration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal cord injury cervical 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Subdural haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tendon rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
INVESTIGATIONS 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Blood lactic acid 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
METABOLISM AND NUTRITION DISORDERS 1 (0.0) (0.0, 0.0) 8 (0.1) (0.0, 0.2) 
Diabetic ketoacidosis 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Hypokalaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hyponatreefiia 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Type 24habetes mellitus 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Hypeglycaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 12 (0.1) (0.1, 0.2) 10 (0.1) (0.0, 0.2) 
DESORDERS 
Osteoarthritis 4 (0.0) (0.0, 0.1) 6 (0.1) (0.0, 0.1) 
Intervertebral disc protrusion 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Lumbar spinal stenosis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Muscular weakness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Musculoskeletal chest pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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Rotator cuff syndrome 1 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Spinal osteoarthritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 27 (0.2) (0.2, 0.3) 21 (0.2) (0.1, 0.3) 
(INCL CYSTS AND POLYPS) 
Prostate cancer 3:00) (0.0, 0.1) 9 (0.1) (0.0, 0.2) 
Breast cancer (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Adenocarcinoma of colon 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Malignant melanoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Acute myeloid leukaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Basal cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bladder cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lung neoplasm malignant 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Oropharyngeal squamous cell carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pancreatic carcinoma metastatic 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Testis cancer 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Adenocarcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Adrenal neoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Benign hydatidiform mole 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clear cell renal cell carcindma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cutaneous T-cell lymphena 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hepatic cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypergammaglobilinaemia benign monoclonal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Laryngeal papittoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Leydig celléumour of the testis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lipoma. 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lungeeancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to lung 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic gastric cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Neuroendocrine carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Non-small cell lung cancer stage HI 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Non-small cell lung cancer stage IV 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Prostate cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Prostate cancer stage II 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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14.72. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Sex: Male 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=11241) Lg) 
(N*=10150) 
System Organ Class n’(%) = (95% CI) Yn? (%) (95% CI’) 
Preferred Term 
Skin cancer 1 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Thyroid cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tonsil cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Transitional cell carcinoma recurrent 1 (0,8) (0.0, 0.0) 0 (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 19N0.2) (0.1, 0.3) 24 (0.2) (0.2, 0.4) 
Cerebrovascular accident (0.0) (0.0, 0.1) 10 (0.1) (0.0, 0.2) 
Syncope 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Transient ischaemic attack 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Ischaemic stroke 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Subarachnoid haemorrhage 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Dizziness 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Seizure 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Toxic encephalopathy 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Neuropathy peripheral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Optic neuritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Aphasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Autonomic nervous system imbalarrée 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Carotid artery aneurysm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Carpal tunnel syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Dural arteriovenous fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypoaesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myasthenia gravis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Peripheral nervé’ lesion 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Presyncope 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Psychogenic seizure 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinafcord haematoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Trafisient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
PSYCHIATRIC DISORDERS 7 (0.1) (0.0, 0.1) 14 (0.1) (0.1, 0.2) 
Depression 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Suicidal ideation 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Bipolar disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Completed suicide 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Alcohol withdrawal syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Anxiety 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Drug abuse 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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14.72. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Sex: Male 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N*=11241) Lg) 
(N*=10150) 
System Organ Class n’(%) = (95% CI) ~ n° (%) (95% CI‘) 
Preferred Term 
Major depression 0 (0:0, 0.0) 2 (0.0) (0.0, 0.1) 
Psychotic disorder 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Suicide attempt 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Acute psychosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Alcoholism 1-@0) (0.0, 0.0) 0 (0.0, 0.0) 
Conversion disorder (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Disorientation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Mental status changes 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Obsessive-compulsive disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Suicidal behaviour 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
RENAL AND URINARY DISORDERS 12 (0.1) (0.1, 0.2) 6 (0.1) (0.0, 0.1) 
Nephrolithiasis 6 (0.1) (0.0, 0.1) 0 (0.0, 0.0) 
Acute kidney injury 2 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Ureterolithiasis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Renal colic 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Urinary retention 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Renal vein thrombosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subcapsular renal haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Urinary tract obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
REPRODUCTIVE SYSTEMAND BREAST DISORDERS 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Benign prostatic hyperpiasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Prostatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS _ 12 (0.1) (0.1, 0.2) 17 (0.2) (0.1, 0.3) 
Pulmonary em$olism 4 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1) 
Acute res;iratory failure 2 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1) 
Chroniqobstructive pulmonary disease 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Asthiisia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pleural effusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
‘Acute respiratory distress syndrome 0 (0.0, 0.0) 2 (0.0) (0.0, 0.1) 
Dyspnoea exertional 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Interstitial lung disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pneumothorax 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Acute pulmonary oedema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Nasal septum deviation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
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14.72. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects >16 Years of Age — Safety Population Sex: Male 


Vaccine Group (as Administerét!) 


Original BNT162b2 (30 Original 
hg) Placeljo/BNT162b2 (30 
(N?=11241) pg) 
(N*=10150) 
System Organ Class n’(%) = (95% CI) ~ n (%) (95% CI*) 
Preferred Term 
Diabetic foot 1 (0.0) (0:0, 0.0) 0 (0.0, 0.0) 
Pustular psoriasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
SOCIAL CIRCUMSTANCES 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Miscarriage of partner 2 (0,05 (0.0, 0.1) 0 (0.0, 0.0) 
Pregnancy of partner 6 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
VASCULAR DISORDERS 8 (0.1) (0.0, 0.1) 7 (0.1) (0.0, 0.1) 
Deep vein thrombosis 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Hypertension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Arteriosclerosis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensive urgency 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Aortic dissection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Aortic stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Hypertensive crisis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypotension 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Peripheral artery thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 


Thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 


Note: MedDRA (v25.1) coding dictiorary applied. 

a. N=number of subjects in thespecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reposting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 o¢évrrence of any adverse event. 

c. Exact 2-sided CI, basedan the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Padte: 283APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_sex 


PFIZER CONFIDENTIAL 


Page 369 


0901 77e1 9e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.73. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 

Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ. 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3— 
Subjects =16 Years of Age — Safety Population Sex: Female 


Original BNT162b2 (30 
ug) 
(N?=10669) 
System Organ Class n’(%) (95% CI) 
Preferred Term 
Any adverse event 197 (1.8) 6.6, 2.1) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 3 (0.0) (0.0, 0.1) 
Anaemia 1 (0.6) (0.0, 0.1) 
Febrile neutropenia § (0.0, 0.0) 
Blood loss anaemia 0 (0.0, 0.0) 
Lymphadenitis 1 (0.0) (0.0, 0.1) 
Lymphadenopathy 1 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 16 (0.1) (0.1, 0.2) 
Acute myocardial infarction 3 (0.0) (0.0, 0.1) 
Atrial fibrillation 2 (0.0) (0.0, 0.1) 
Myocardial infarction 1 (0.0) (0.0, 0.1) 
Cardiac failure congestive 0 (0.0, 0.0) 
Cardiac arrest 2 (0.0) (0.0, 0.1) 
Coronary artery disease 2 (0.0) (0.0, 0.1) 
Supraventricular tachycardia 0 (0.0, 0.0) 
Angina pectoris 1 (0.0) (0.0, 0.1) 
Angina unstable 1 (0.0) (0.0, 0.1) 
Cardio-respiratory arrest 0 (0.0, 0.0) 
Hypertensive heart disease. 1 (0.0) (0.0, 0.1) 
Myocardial ischaemia 1 (0.0) (0.0, 0.1) 
Palpitations 1 (0.0) (0.0, 0.1) 
Pericarditis 0 (0.0, 0.0) 
Conduction disorder 0 (0.0, 0.0) 
Coronaryvaitery dissection 1 (0.0) (0.0, 0.1) 
Ventrigwiar arrhythmia 1 (0.0) (0.0, 0.1) 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 (0.0) (0.0, 0.1) 
BRCA1 gene mutation 0 (0.0, 0.0) 
Heart disease congenital 1 (0.0) (0.0, 0.1) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.0) 
Vertigo 0 (0.0, 0.0) 
ENDOCRINE DISORDERS 1 (0.0) (0.0, 0.1) 
Goitre 1 (0.0) (0.0, 0.1) 
EYE DISORDERS 3 (0.0) (0.0, 0.1) 
Diplopia 0 (0.0, 0.0) 
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Original 
Placedo/BNT162b2 (30 
ug) 
(N*=10117) 

n? (%) (95% CI‘) 
182 (1.8) (1.5, 2.1) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
0 (0.0, 0.0) 
10 (0.1) (0.0, 0.2) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 

Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


System Organ Class 
Preferred Term 


Choroidal neovascularisation 
Ophthalmic vein thrombosis 
Retinal detachment 
Visual impairment 


GASTROINTESTINAL DISORDERS 


Small intestinal obstruction 
Pancreatitis acute 
Gastrointestinal haemorrhage 
Pancreatitis 

Abdominal adhesions 

Colitis 

Constipation 

Gastritis 

Gastrooesophageal reflux disease 


Lower gastrointestinal haemorrhage 


Obstructive pancreatitis 
Abdominal discomfort 
Abdominal pain 
Abdominal pain upper 
Anal fistula 

Colitis ulcerative 
Diarrhoea 

Duodenal obstry¢t>n 
Duodenal ulcer 
Enterocolitis 

Food poisoning 

Gastric perforation 

Hiatus hernia 

Impaired gastric emptying 
Intestinal ischaemia 
Intestinal perforation 
Intestinal ulcer perforation 
Nausea 

Oesophageal stenosis 


GENERAL DISORDERS AND ADMINISTRATION SITE 


CONDITIONS 


Original BNT162b2 (30 
hg) 
(N*=10669) 
m’(%) (95% CI) 
1 (0.0) (0:0, 0.1) 
1 (0.0) £0.0, 0.1) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1802) (0.1, 0.3) 
DYO.0) (0.0, 0.1) 
0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
5 (0.0) (0.0, 0.1) 
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Vaccine Group (as Administer¢@) 


Original 
Placeliw/BNT162b2 (30 
ng) 
(N*=10117) 
n> (%) (95% CI‘) 

0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
16 (0.2) (0.1, 0.3) 
0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
7 (0.1) (0.0, 0.1) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 

Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


Original BNT162b2 (30 
ug) 
(N*=10669) 
System Organ Class n’(%) (95% CI°) 
Preferred Term 
Chest pain 1 (0.0) (09, 0.1) 
Non-cardiac chest pain 1 (0.0) £0.0, 0.1) 
Drug withdrawal syndrome 0 (0.0, 0.0) 
Death 0 (0.0, 0.0) 
Fatigue Q (0.0, 0.0) 
Shoulder injury related to vaccine administration 10.0) (0.0, 0.1) 
Treatment noncompliance 1 (0.0) (0.0, 0.1) 
Vascular stent occlusion 1 (0.0) (0.0, 0.1) 
HEPATOBILIARY DISORDERS 9 (0.1) (0.0, 0.2) 
Cholelithiasis 2 (0.0) (0.0, 0.1) 
Cholecystitis acute 5 (0.0) (0.0, 0.1) 
Cholecystitis 1 (0.0) (0.0, 0.1) 
Bile duct stone 1 (0.0) (0.0, 0.1) 
Biliary colic 1 (0.0) (0.0, 0.1) 
Hepatitis acute 0 (0.0, 0.0) 
Portal vein thrombosis 0 (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 1 (0.0) (0.0, 0.1) 
Anaphylactoid reaction 0 (0.0, 0.0) 
Hypersensitivity 1 (0.0) (0.0, 0.1) 
INFECTIONS AND INFESTATIONS 30 (0.3) (0.2, 0.4) 
Appendicitis 9 (0.1) (0.0, 0.2) 
Pneumonia 3 (0.0) (0.0, 0.1) 
Diverticulitis 3 (0.0) (0.0, 0.1) 
Urinary tract infection 2 (0.0) (0.0, 0.1) 
Sepsis 0 (0.0, 0.0) 
Gastroenteritis 1 (0.0) (0.0, 0.1) 
Appendicitis perforated 0 (0.0, 0.0) 
GOVID-19 pneumonia 0 (0.0, 0.0) 
Clostridium difficile colitis 1 (0.0) (0.0, 0.1) 
Pneumonia aspiration 0 (0.0, 0.0) 
Pyelonephritis 2 (0.0) (0.0, 0.1) 
Septic shock 1 (0.0) (0.0, 0.1) 
Meningitis bacterial 1 (0.0) (0.0, 0.1) 
Pelvic abscess 0 (0.0, 0.0) 
Peritonitis 0 (0.0, 0.0) 
Postoperative wound infection 1 (0.0) (0.0, 0.1) 
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Vaccine Group (as Administer¢@) 


Original 
Placeliw/BNT162b2 (30 
ng) 
(N*=10117) 
n> (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 

0 (0.0, 0.0) 

0 (0.0, 0.0) 
8 (0.1) (0.0, 0.2) 
4 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
28 (0.3) (0.2, 0.4) 
1 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 

Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


System Organ Class 
Preferred Term 


Pyelonephritis acute 
Urosepsis 

COVID-19 
Cholecystitis infective 
Empyema 


Escherichia urinary tract infection 


Focal peritonitis 
Infected bite 
Labyrinthitis 


Pelvic inflammatory disease 


Respiratory syncytial virus bronchiolitis 


Respiratory tract infection viral 
Subcutaneous abscess 


INJURY, POISONING AND PROCEDURAL @OMPLICATIONS 


Ankle fracture 

Rib fracture 

Overdose 

Road traffic accident 
Facial bones fracture 
Pelvic fracture 

Upper limb fracture 

Fall 

Fractured sacrum 
Ligament rupture 
Lumbar vettebral fracture 
Procedutal pain 

Thoracic vertebral fracture 
Tibia fracture 


Fraumatic intracranial haemorrhage 


Wrist fracture 
Anastomotic complication 
Animal bite 

Arterial injury 
Concussion 

Lower limb fracture 
Muscle contusion 


Original BNT162b2 (30 
hg) 
(N*=10669) 
m’(%) (95% CI) 
1 (0.0) (0:0, 0.1) 
1 (0.0) £0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 060) (0.0, 0.1) 
10.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
9 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
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Vaccine Group (as Administer¢@) 


Original 
Placeliw/BNT162b2 (30 
ng) 
(N*=10117) 
n> (%) (95% CI‘) 

0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
19 (0.2) (0.1, 0.3) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 

Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


Original BNT162b2 (30 
ug) 
(N?=10669) 
System Organ Class n’(%) (95% CI°) 
Preferred Term 
Neck injury 0 (030, 0.0) 
Procedural dizziness 1 (0.0) £0.0, 0.1) 
Splenic rupture 1 (0.0) (0.0, 0.1) 
Toxicity to various agents 0 (0.0, 0.0) 
Traumatic liver injury 1 (Q39) (0.0, 0.1) 
Ulna fracture 0 (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 7 (0.1) (0.0, 0.1) 
Diabetic ketoacidosis 2 (0.0) (0.0, 0.1) 
Hypokalaemia 2 (0.0) (0.0, 0.1) 
Fluid retention 1 (0.0) (0.0, 0.1) 
Hyperglycaemia 0 (0.0, 0.0) 
Malnutrition 1 (0.0) (0.0, 0.1) 
Obesity 1 (0.0) (0.0, 0.1) 
MUSCULOSKELETAL AND CONNECTIVE@ISSUE 13 (0.1) (0.1, 0.2) 
DISORDERS 
Osteoarthritis 6 (0.1) (0.0, 0.1) 
Intervertebral disc protrusion 1 (0.0) (0.0, 0.1) 
Arthritis 1 (0.0) (0.0, 0.1) 
Intervertebral disc degeneration 0 (0.0, 0.0) 
Back pain 1 (0.0) (0.0, 0.1) 
Muscular weakness 1 (0.0) (0.0, 0.1) 
Spinal stenosis 0 (0.0, 0.0) 
Spondylolisthesis 1 (0.0) (0.0, 0.1) 
Arthralgia 0 (0.0, 0.0) 
Costochondtitis 0 (0.0, 0.0) 
Intervertebral disc compression 1 (0.0) (0.0, 0.1) 
Myalgia 0 (0.0, 0.0) 
Osteochondritis 1 (0.0) (0.0, 0.1) 
Pain in extremity 1 (0.0) (0.0, 0.1) 
Synovial cyst 0 (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 42 (0.4) (0.3, 0.5) 
(INCL CYSTS AND POLYPS) 
Breast cancer 5 (0.0) (0.0, 0.1) 
Invasive ductal breast carcinoma 2 (0.0) (0.0, 0.1) 
Adenocarcinoma of colon 1 (0.0) (0.0, 0.1) 
Adenocarcinoma pancreas 2 (0.0) (0.0, 0.1) 
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Original 
Placeliw/BNT162b2 (30 
ng) 
(N*=10117) 
n> (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
15 (0.1) (0.1, 0.2) 
5 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
35 (0.3) (0.2, 0.5) 
3 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


Vaccine Group (as Administer¢@) 


Original BNT162b2 (30 Original 
Hg) Placelio/BNT162b2 (30 
(N?=10669) Hg) 
(N*=10117) 
System Organ Class n’(%) (95% CI°) n(%) (95% CI) 
Preferred Term 
Breast cancer metastatic 1 (0.0) (030, 0.1) 2 (0.0) (0.0, 0.1) 
Endometrial adenocarcinoma 1 (0.0) £0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Invasive lobular breast carcinoma 1 (0.0% (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Malignant melanoma 1 (Q39) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Transitional cell carcinoma 20.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Uterine leiomyoma 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Acute myeloid leukaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Basal cell carcinoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Bladder cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Breast cancer stage I 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Follicular lymphoma 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Lung adenocarcinoma 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Oropharyngeal squamous cell carcinoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Adenocarcinoma gastric 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Adrenal gland cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Anal cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Angiosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Bladder cancer recurrent 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Borderline serous tumour aQovary 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Brain neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Breast cancer in sity 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Colon cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Colorectal adefioma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ductal adercarcinoma of pancreas 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Endometrial cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Gallbiadder cancer stage II 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Gastric cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hormone receptor positive breast cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Lymphocytic leukaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Meningioma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Mesothelioma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Metastatic malignant melanoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Mucoepidermoid carcinoma of salivary gland 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Ovarian adenoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Ovarian cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 

Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


System Organ Class 
Preferred Term 


Ovarian cancer stage I 

Plasma cell myeloma 
Rhabdomyosarcoma 

Squamous cell carcinoma 

Squamous cell carcinoma of the cervix 
Uterine cancer 

Uterine leiomyosarcoma 

Vascular neoplasm 


NERVOUS SYSTEM DISORDERS 
Cerebrovascular accident 
Syncope 
Transient ischaemic attack 
Ischaemic stroke 
Subarachnoid haemorrhage 
Dizziness 
Toxic encephalopathy 
Idiopathic intracranial hypertension 
Neuropathy peripheral 
Optic neuritis 
Amyotrophic lateral sclergsis 
Brachial plexopathy 
Brain stem infarctien 
Carotid artery stehdsis 
Encephalopathy 
Haemorrha@ic stroke 
Intracratial aneurysm 
Intragranial hypotension 
Loss of consciousness 
Migraine 


Paraesthesia 


Reversible cerebral vasoconstriction syndrome 


Sedation 
Uraemic encephalopathy 


PREGNANCY, PUERPERIUM AND PERINATAL 


CONDITIONS 
Abortion spontaneous 


Original BNT162b2 (30 
hg) 
(N*=10669) 
m>(%) (95% CI) 

0 (0:0, 0.0) 
1 (0.0) £0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.05 (0.0, 0.1) 
Q (0.0, 0.0) 
10.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
15(0.1) (0.1, 0.2) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
6 (0.1) (0.0, 0.1) 
6 (0.1) (0.0, 0.1) 
PFIZER CONFIDENTIAL 


Page 376 


Vaccine Group (as Administer¢@) 


Original 
Placeliw/BNT162b2 (30 
ng) 
(N*=10117) 
n> (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
22 (0.2) (0.1, 0.3) 
1 (0.0) (0.0, 0.1) 
6 (0.1) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
9 (0.1) (0.0, 0.2) 
8 (0.1) (0.0, 0.2) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 

Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


Original BNT162b2 (30 
Hg) 
(N?=10669) 
System Organ Class n’(%) (95% CI°) 
Preferred Term 
Ectopic pregnancy 0 (0,9, 0.0) 
PSYCHIATRIC DISORDERS 9 (0.1) (9.0, 0.2) 
Depression 3 (0.0) (0.0, 0.1) 
Suicidal ideation 0 (0.0, 0.0) 
Bipolar disorder 1 00) (0.0, 0.1) 
Alcohol withdrawal syndrome 0 (0.0, 0.0) 
Drug abuse 1 (0.0) (0.0, 0.1) 
Alcohol abuse 1 (0.0) (0.0, 0.1) 
Bipolar I disorder 1 (0.0) (0.0, 0.1) 
Hallucination 0 (0.0, 0.0) 
Mental disorder 1 (0.0) (0.0, 0.1) 
Post-traumatic stress disorder 1 (0.0) (0.0, 0.1) 
RENAL AND URINARY DISORDERS 5 (0.0) (0.0, 0.1) 
Nephrolithiasis 3 (0.0) (0.0, 0.1) 
Acute kidney injury 1 (0.0) (0.0, 0.1) 
Ureterolithiasis 1 (0.0) (0.0, 0.1) 
Bladder prolapse 0 (0.0, 0.0) 
Glomerulonephritis 0 (0.0, 0.0) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 5 (0.0) (0.0, 0.1) 
Ovarian cyst 2 (0.0) (0.0, 0.1) 
Abnormal uterine bleeding 0 (0.0, 0.0) 
Adnexal torsion 0 (0.0, 0.0) 
Breast hyperplasia 1 (0.0) (0.0, 0.1) 
Endometrial tsickening 1 (0.0) (0.0, 0.1) 
Endometri0sis 1 (0.0) (0.0, 0.1) 
Heavy @eénstrual bleeding 1 (0.0) (0.0, 0.1) 
Utesivte prolapse 1 (0.0) (0.0, 0.1) 
RESPYRATORY, THORACIC AND MEDIASTINAL 7 (0.1) (0.0, 0.1) 
D&SORDERS 
Pulmonary embolism 1 (0.0) (0.0, 0.1) 
Chronic obstructive pulmonary disease 1 (0.0) (0.0, 0.1) 
Asthma 2 (0.0) (0.0, 0.1) 
Pleural effusion 0 (0.0, 0.0) 
Pneumothorax 0 (0.0, 0.0) 
Bronchospasm 0 (0.0, 0.0) 
Diaphragmatic paralysis 0 (0.0, 0.0) 
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Original 
Placeliw/BNT162b2 (30 
ng) 
(N*=10117) 
n> (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 
6 (0.1) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 

0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
4 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
0 (0.0, 0.0) 
12 (0.1) (0.1, 0.2) 
6 (0.1) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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14.73. Number (“o) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Sex, by System Organ 
Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 2/3 =~ 
Subjects =16 Years of Age — Safety Population Sex: Female 


Vaccine Group (as Administer¢@) 


Original BNT162b2 (30 Original 
Hg) Placelio/BNT162b2 (30 
(N?=10669) Hg) 
(N*=10117) 
System Organ Class n’(%) = (95% CI) n (%) (95% CI) 
Preferred Term 
Dyspnoea 1 (0.0) (039, 0.1) 0 (0.0, 0.0) 
Pleurisy 0 £0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Pneumonitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Pulmonary sarcoidosis 1 (0.0% (0.0, 0.1) 0 (0.0, 0.0) 
Respiratory failure Q (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
SURGICAL AND MEDICAL PROCEDURES Dt0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Finger amputation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
VASCULAR DISORDERS 9 (0.1) (0.0, 0.2) 6 (0.1) (0.0, 0.1) 
Deep vein thrombosis 1 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Hypertension 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Arteriosclerosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensive urgency 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Aortic aneurysm 2 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensive emergency 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypovolaemic shock 0 (0.0, 0.0) 1 (0.0) (0.0, 0.1) 
Iliac artery dissection 1 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictiorary applied. 

a. N=number of subjects in thespecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reposting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 ogéurrence of any adverse event. 

c. Exact 2-sided CI, basedon the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Pate: 283APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_sex 
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14.74. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by Systent 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period =Vhase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
hg) Placebo/BNT162b2 (30 
(N*=5685) Hg) 
(N?=5274) 
System Organ Class n’(%) = (95¥KEN) nm? (%) (95% CI) 
Preferred Term 
Any adverse event 126 (2.2 (1.8, 2.6) 80 (1.5) (1.2, 1.9) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 2 (G29) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Anaemia NX0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Febrile neutropenia 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pancytopenia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
CARDIAC DISORDERS 13 (0.2) (0.1, 0.4) 15 (0.3) (0.2, 0.5) 
Acute myocardial infarction 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Atrial fibrillation 1 (0.0) (0.0, 0.1) 4 (0.1) (0.0, 0.2) 
Myocardial infarction 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cardiac failure congestive 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cardiac arrest 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Coronary artery disease 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Supraventricular tachycardia 2 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Acute coronary syndrome 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Angina pectoris 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Angina unstable 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Ventricular tachycardia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Myocardial ischaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Palpitations 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pericarditis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Ventricular fibrifiation 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Accelerated itvoventricular rhythm 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Atrial flutter 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Conduction disorder 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Ischaemic cardiomyopathy 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Stnus node dysfunction 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Supraventricular extrasystoles 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Ventricular extrasystoles 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
ENDOCRINE DISORDERS 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Goitre 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
EYE DISORDERS 3 (0.1) (0.0, 0.2) 0 (0.0, 0.1) 
Choroidal neovascularisation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Ophthalmic vein thrombosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
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14.74. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administeréa) 


Original BNT162b2 (30 Original 
hg) Placedo/BNT162b2 (30 
(N*=5685) Hg) 
(N?=5274) 
System Organ Class n’(%) (95% CI) n> (%) (95% CI*) 
Preferred Term 
Retinal tear 1 (0.0) (8.0; 0.1) 0 (0.0, 0.1) 
GASTROINTESTINAL DISORDERS 12 (0.2) (0.1, 0.4) 7 (0.1) (0.1, 0.3) 
Small intestinal obstruction 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pancreatitis acute 2 (050) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Pancreatitis 1N6.0) (0.0, 0.1) 0 (0.0, 0.1) 
Gastritis f (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Inguinal hernia 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Lower gastrointestinal haemorrhage 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Abdominal discomfort 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Dental cyst 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Duodenal ulcer 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Food poisoning 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Haemorrhoids 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Incarcerated inguinal hernia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Intestinal ischaemia 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Intestinal perforation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Rectal haemorrhage 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
GENERAL DISORDERS AND ADMINISTRATION SITE 2 (0.0) (0.0, 0.1) 3 (0.1) (0.0, 0.2) 
CONDITIONS 
Chest pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Non-cardiac chest pain 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Electrocution 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Sudden death 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Vascular stent¢clusion 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
HEPATOBILEARY DISORDERS 8 (0.1) (0.1, 0.3) 6 (0.1) (0.0, 0.2) 
Cholelithiasis 2 (0.0) (0.0, 0.1) 4 (0.1) (0.0, 0.2) 
Cholecystitis acute 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Bile duct stone 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Biliary colic 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Autoimmune hepatitis 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cholangitis 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cholelithiasis obstructive 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Portosplenomesenteric venous thrombosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
INFECTIONS AND INFESTATIONS 27 (0.5) (0.3, 0.7) 18 (0.3) (0.2, 0.5) 
Appendicitis 8 (0.1) (0.1, 0.3) 0 (0.0, 0.1) 
Pneumonia 2 (0.0) (0.0, 0.1) 7 (0.1) (0.1, 0.3) 
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14.74. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administeréa) 


Original BNT162b2 (30 Original 
hg) Placedo/BNT162b2 (30 
(N*=5685) Hg) 
(N*=5274) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI) 
Preferred Term 
Diverticulitis 0 (8.0, 0.1) 1 (0.0) (0.0, 0.1) 
Urinary tract infection 2 (0.0) «0.0, 0.1) 3 (0.1) (0.0, 0.2) 
Sepsis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Gastroenteritis 1 (03:0) (0.0, 0.1) 0 (0.0, 0.1) 
Cellulitis 1.0.0) (0.0, 0.1) 0 (0.0, 0.1) 
COVID-19 pneumonia 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pneumonia aspiration 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Pyelonephritis 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Septic shock 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Liver abscess 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Meningitis bacterial 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Peritonitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Postoperative wound infection 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Acquired immunodeficiency syndrome 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Arthritis bacterial 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
COVID-19 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Cellulitis staphylococcal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Emphysematous cholecystitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Gangrene 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
HIV infection 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Herpes zoster oticus 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Lower respiratory tract infection 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pelvic inflammatoty disease 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Penile infectior 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Septic arthritis staphylococcal 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Shigellasépsis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Skin candida 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Subdiaphragmatic abscess 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Tinea pedis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 11 (0.2) (0.1, 0.3) 5 (0.1) (0.0, 0.2) 
Ankle fracture 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Road traffic accident 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Upper limb fracture 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Cervical vertebral fracture 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Head injury 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Ligament rupture 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
PFIZER CONFIDENTIAL 


Page 381 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.74. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administeréa) 


Original BNT162b2 (30 Original 
hg) Placedo/BNT162b2 (30 
(N*=5685) Hg) 
(N?=5274) 
System Organ Class n’(%) (95% CI) n> (%) (95% CI*) 
Preferred Term 
Lumbar vertebral fracture 1 (0.0) (8.0, 0.1) 0 (0.0, 0.1) 
Thoracic vertebral fracture 0 «0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Tibia fracture 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Wrist fracture 1 (03:0) (0.0, 0.1) 0 (0.0, 0.1) 
Anastomotic stenosis 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Arterial injury ¥ (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Burns second degree 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Burns third degree 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Hand fracture 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Neck injury 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Patella fracture 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Spinal cord injury cervical 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
METABOLISM AND NUTRITION DISORDERS 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Diabetic ketoacidosis 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Hyponatraemia 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Hypoglycaemia 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 6 (0.1) (0.0, 0.2) 6 (0.1) (0.0, 0.2) 
DISORDERS 
Osteoarthritis 1 (0.0) (0.0, 0.1) 3 (0.1) (0.0, 0.2) 
Intervertebral disc protrusron 2 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Back pain 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Lumbar spinal stenasis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Spondylolisthesis 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Osteochondritis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
NEOPLASMSSBENIGN, MALIGNANT AND UNSPECIFIED 23 (0.4) (0.3, 0.6) 9 (0.2) (0.1, 0.3) 
(INCL CYSTS AND POLYPS) 
Prostate cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Br@ast cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Adenocarcinoma of colon 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Breast cancer metastatic 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Endometrial adenocarcinoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Invasive lobular breast carcinoma 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Malignant melanoma 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Transitional cell carcinoma 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Uterine leiomyoma 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
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14.74. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administeréa) 


Original BNT162b2 (30 Original 
hg) Placedo/BNT162b2 (30 
(N*=5685) Hg) 
(N*=5274) 
System Organ Class n’(%) (95% CI) n> (%) (95% CI) 
Preferred Term 
Basal cell carcinoma 1 (0.0) (8.0; 0.1) 0 (0.0, 0.1) 
Breast cancer stage I 0 «0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Follicular lymphoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Lung adenocarcinoma 1 (03:0) (0.0, 0.1) 0 (0.0, 0.1) 
Pancreatic carcinoma metastatic 10.0) (0.0, 0.1) 0 (0.0, 0.1) 
Benign hydatidiform mole ¥ (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Cutaneous T-cell lymphoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Gastric cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Hypergammaglobulinaemia benign monoclonal 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Leydig cell tumour of the testis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Metastatic gastric cancer 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Metastatic malignant melanoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Ovarian adenoma 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Ovarian cancer 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Plasma cell myeloma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Prostate cancer metastatic 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Rhabdomyosarcoma 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Squamous cell carcinoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Squamous cell carcinoma of the’cervix 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Transitional cell carcinomavecurrent 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
NERVOUS SYSTEM DIS@RDERS 8 (0.1) (0.1, 0.3) 8 (0.2) (0.1, 0.3) 
Cerebrovascular acerdent 0 (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Syncope 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Ischaemic stroke 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Subarachndéd haemorrhage 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Neurépathy peripheral 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Optic neuritis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Carotid artery stenosis 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Carpal tunnel syndrome 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Intracranial hypotension 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Peripheral nerve lesion 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Psychogenic seizure 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Reversible cerebral vasoconstriction syndrome ) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 3 (0.1) (0.0, 0.2) 1 (0.0) (0.0, 0.1) 
Abortion spontaneous 3 (0.1) (0.0, 0.2) 0 (0.0, 0.1) 
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14.74. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administeréa) 


Original BNT162b2 (30 Original 
hg) Placedo/BNT162b2 (30 
(N*=5685) Hg) 
(N*=5274) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI) 
Preferred Term 
Ectopic pregnancy 0 (8.0, 0.1) 1 (0.0) (0.0, 0.1) 
PSYCHIATRIC DISORDERS 2 (0.0) (0.0, 0.1) 6 (0.1) (0.0, 0.2) 
Depression 1 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Suicidal ideation 0 (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Alcohol withdrawal syndrome 6 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Major depression 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Psychotic disorder 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Bipolar I disorder 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Mental status changes 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Suicidal behaviour 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
RENAL AND URINARY DISORDERS 6 (0.1) (0.0, 0.2) 1 (0.0) (0.0, 0.1) 
Nephrolithiasis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Ureterolithiasis 2 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Renal colic 1 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Renal vein thrombosis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Subcapsular renal haematoma 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 2 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Ovarian cyst 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Adnexal torsion 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Heavy menstrual bleeding 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Uterine prolapse 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS — 3 (0.1) (0.0, 0.2) 10 (0.2) (0.1, 0.3) 
Pulmonary emb¢lism 1 (0.0) (0.0, 0.1) 3 (0.1) (0.0, 0.2) 
Acute respiratory failure 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Chronic ovstructive pulmonary disease 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Asthma 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pleural effusion 0 (0.0, 0.1) 2 (0.0) (0.0, 0.1) 
Acute respiratory distress syndrome 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
‘Acute pulmonary oedema 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Bronchospasm 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Pneumonitis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Pustular psoriasis 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
SURGICAL AND MEDICAL PROCEDURES 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
Finger amputation 1 (0.0) (0.0, 0.1) 0 (0.0, 0.1) 
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14.74. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administeréa) 


Original BNT162b2 (30 Original 
hg) Placedo/BNT162b2 (30 
(N*=5685) Hg) 
(N?=5274) 
System Organ Class n’(%) (95% CI) n> (%) (95% CI*) 
Preferred Term 
VASCULAR DISORDERS 2 (0.0) (8.0, 0.1) 2 (0.0) (0.0, 0.1) 
Deep vein thrombosis 1 (0.0) «0.0, 0.1) 0 (0.0, 0.1) 
Hypertension 0 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 
Hypertensive urgency 1 (030) (0.0, 0.1) 0 (0.0, 0.1) 


Peripheral artery thrombosis 9 (0.0, 0.1) 1 (0.0) (0.0, 0.1) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This valuevis the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence 6f the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse evépt. 

c. Exact 2-sided CI, based on the Clopper and Pearss® method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (46:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output-ule: ./atta2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_ eth 
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14.75. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Placebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) sn (%) (95% CI‘) 
Preferred Term 
Any adverse event 301 (1.9) (1.7, 2.1) 273 (1.8) (1.6, 2.1) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Anaemia u (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Febrile neutropenia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anaemia macrocytic 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Blood loss anaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lymphadenitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lymphadenopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
CARDIAC DISORDERS 51 (0.3) (0.2, 0.4) 28 (0.2) (0.1, 0.3) 
Acute myocardial infarction 12 (0.1) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Atrial fibrillation 6 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Myocardial infarction 6 (0.0) (0.0, 0.1) 6 (0.0) (0.0, 0.1) 
Cardiac failure congestive 5 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Cardiac arrest 6 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Coronary artery disease 4 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Acute coronary syndrome 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Angina pectoris 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cardio-respiratory arrest 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Ventricular tachycardia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute left ventricular failure 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Coronary artery Gcclusion 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypertensivekeart disease 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myocardiath ischaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pericarditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Vennicular fibrillation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Atteriospasm coronary 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Atrioventricular block complete 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Cardiovascular disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Coronary artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Mitral valve incompetence 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postural orthostatic tachycardia syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ventricular arrhythmia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI) 
Preferred Term 
CONGENITAL, FAMILIAL AND GENETIC DISORDERS 1 (0.0) 9.0, 0.0) 2 (0.0) (0.0, 0.0) 
BRCA1 gene mutation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Heart disease congenital 1 (0.0% (0.0, 0.0) 0 (0.0, 0.0) 
Hypertrophic cardiomyopathy Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Vertigo 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
EYE DISORDERS 3 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Diplopia 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Blindness unilateral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Eyelid ptosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Optic ischaemic neuropathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Retinal detachment 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Visual impairment 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 26 (0.2) (0.1, 0.2) 22 (0.1) (0.1, 0.2) 
Small intestinal obstruction 5 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Intestinal obstruction 1 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Pancreatitis acute 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhag¢ 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Pancreatitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal adhesions 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Constipation 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Gastrooesophageal reflux disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lower@astrointestinal haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Obsfnictive pancreatitis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Avdominal compartment syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
‘Abdominal hernia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abdominal pain upper 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colitis ulcerative 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Diarrhoea 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Duodenal obstruction 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Enterocolitis 1 (0.0) €9.0, 0.0) 0 (0.0, 0.0) 
Gastric perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastric ulcer haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Gastrointestinal necrosis Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Haemorrhoidal haemorrhage 40.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hiatus hernia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Impaired gastric emptying 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal strangulation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intestinal ulcer perforation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Nausea 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Oesophageal stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatitis necrotising 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Peptic ulcer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Splenic artery aneurysm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Upper gastrointestinal haemorrhage 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Vomiting 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE 15 (0.1) (0.1, 0.2) 9 (0.1) (0.0, 0.1) 
CONDITIONS 
Chest pain 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Non-cardiac chest pain 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Drug withdrawal syndrome 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Death 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Asthenia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Fatigue 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypothermia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Impaited healing 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pai» 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pyrexia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Shoulder injury related to vaccine administration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Treatment noncompliance 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
HEPATOBILIARY DISORDERS 12 (0.1) (0.0, 0.1) 7 (0.0) (0.0, 0.1) 
Cholelithiasis 4 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Cholecystitis acute 5 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Cholecystitis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Bile duct stone 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Placebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI) 
Preferred Term 
Acute hepatic failure 1 (0.0) €9.0, 0.0) 0 (0.0, 0.0) 
Biliary dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hepatitis acute 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Portal vein thrombosis Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Anaphylactic reaction 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anaphylactoid reaction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Drug hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypersensitivity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 47 (0.3) (0.2, 0.4) 31 (0.2) (0.1, 0.3) 
Appendicitis 9 (0.1) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Pneumonia 4 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Diverticulitis 5 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Urinary tract infection 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Sepsis 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Gastroenteritis 0 (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Appendicitis perforated 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Cellulitis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
COVID-19 pneumonia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Clostridium difficile colitis 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumonia aspiratiéa 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pyelonephritis 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Septic shock 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Liver absqess 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Meningitis bacterial 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pelvic-abscess 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Péritonitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pyelonephritis acute 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Urosepsis 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Abdominal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess intestinal 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abscess limb 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bacteraemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Bacterial sepsis 1 (0.0) €9.0, 0.0) 0 (0.0, 0.0) 
Campylobacter gastroenteritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cholecystitis infective 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Clostridium difficile infection Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Device related infection 4y¢0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Empyema 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endocarditis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Escherichia urinary tract infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Focal peritonitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Infected bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Kidney infection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Labyrinthitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mastoiditis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Peritoneal abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Peritonsillar abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pneumonia pneumococcal 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Post procedural infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Postoperative abscess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratory syncytial virus\sronchiolitis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratory tract infectiod viral 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Staphylococcal infection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subcutaneous absCess 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Suspected COV2D-19 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS — 24 (0.1) (0.1, 0.2) 36 (0.2) (0.2, 0.3) 
Ankle fiacture 1 (0.0) (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Rib fracture 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Qverdose 3 (0.0) (0.0, 0.1) 2 (0.0) (0.0, 0.0) 
Road traffic accident 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Facial bones fracture 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Pelvic fracture 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Upper limb fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Cervical vertebral fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Craniocerebral injury 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Fall 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Foot fracture 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI) 
Preferred Term 
Fractured sacrum 1 (0.0) €9.0, 0.0) 1 (0.0) (0.0, 0.0) 
Head injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ligament rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lumbar vertebral fracture Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Procedural pain 4y¢0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Thoracic vertebral fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Tibia fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Traumatic intracranial haemorrhage 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Wrist fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Accidental overdose 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Alcohol poisoning 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anastomotic complication 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Animal bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Arthropod bite 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Brain contusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Clavicle fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Concussion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Femur fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hip fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lower limb fracture, 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Meniscus injury 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Muscle contusicn 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Muscle rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Open fracture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Post procedural complication 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Postoperative ileus 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Procedural dizziness 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Scapula fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Skin laceration 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Splenic rupture 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Subdural haematoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tendon rupture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Toxicity to various agents 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Traumatic liver injury 1 (0.0) €9.0, 0.0) 0 (0.0, 0.0) 
Ulna fracture 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Blood lactic acid 6 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS % (0.0) (0.0, 0.1) 7 (0.0) (0.0, 0.1) 
Diabetic ketoacidosis 2 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Hypokalaemia 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hyponatraemia 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Type 2 diabetes mellitus 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Fluid retention 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hyperglycaemia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Malnutrition 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Obesity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 19 (0.1) (0.1, 0.2) 19 (0.1) (0.1, 0.2) 
DISORDERS 
Osteoarthritis 9 (0.1) (0.0, 0.1) 8 (0.1) (0.0, 0.1) 
Intervertebral disc protrusion 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arthritis 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Intervertebral disc degeneration 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Back pain 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lumbar spinal stendsis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Muscular weakness 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal stenosis 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Spondylelssthesis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Arthralgta 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Costevhondritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Intervertebral disc compression 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Musculoskeletal chest pain 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Myalgia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pain in extremity 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Rotator cuff syndrome 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Spinal osteoarthritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Synovial cyst 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 46 (0.3) (0.2, 0.4) 47 (0.3) (0.2, 0.4) 
(INCL CYSTS AND POLYPS) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) (95% CI) n’ (%) (95% CI‘) 
Preferred Term 
Prostate cancer 2 (0.0) €9.0, 0.0) 9 (0.1) (0.0, 0.1) 
Breast cancer 5 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Invasive ductal breast carcinoma 2 (0.0% (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Adenocarcinoma of colon 2 £039) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma pancreas 20.0) (0.0, 0.0) 0 (0.0, 0.0) 
Breast cancer metastatic 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Invasive lobular breast carcinoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Malignant melanoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Uterine leiomyoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute myeloid leukaemia 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Basal cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Bladder cancer 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast cancer stage I 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Follicular lymphoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lung adenocarcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lung neoplasm malignant 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Oropharyngeal squamous <eil carcinoma 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pancreatic carcinoma métastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Testis cancer 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma. 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Adenocarcinonfa gastric 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Adrenal glatid cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Adrenakneoplasm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Anal €ancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Angiosarcoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Bladder cancer recurrent 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Borderline serous tumour of ovary 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Brain neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast cancer in situ 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Clear cell renal cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Colon cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Colorectal adenoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ductal adenocarcinoma of pancreas 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
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Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n> (%) (95% CI) 
Preferred Term 
Endometrial cancer 1 (0.0) €9.0, 0.0) 0 (0.0, 0.0) 
Gallbladder cancer stage II 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hepatic cancer 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hormone receptor positive breast cancer 1 €Q39) (0.0, 0.0) 0 (0.0, 0.0) 
Laryngeal papilloma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Lipoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lung cancer metastatic 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Lymphocytic leukaemia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Meningioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Mesothelioma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to central nervous system 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastases to lung 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Metastatic squamous cell carcinoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Mucoepidermoid carcinoma of salivary gland 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Neuroendocrine carcinoma 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Non-small cell lung cancer stage HE 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Non-small cell lung cancer stage@®V 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Ovarian cancer stage I 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Prostate cancer stage II 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Skin cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Thyroid cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Tonsil cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uterine cancer 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uterine leigmyosarcoma 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Vascular neoplasm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 26 (0.2) (0.1, 0.2) 38 (0.3) (0.2, 0.3) 
Céfébrovascular accident 5 (0.0) (0.0, 0.1) 9 (0.1) (0.0, 0.1) 
Syncope 2 (0.0) (0.0, 0.0) 5 (0.0) (0.0, 0.1) 
Transient ischaemic attack 3 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Ischaemic stroke 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Subarachnoid haemorrhage 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Dizziness 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Seizure 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Toxic encephalopathy 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Idiopathic intracranial hypertension 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
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Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Neuropathy peripheral 1 (0.0) €9.0, 0.0) 0 (0.0, 0.0) 
Optic neuritis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Amyotrophic lateral sclerosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aphasia Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Autonomic nervous system imbalance 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Brachial plexopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Brain stem infarction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Carotid artery aneurysm 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dural arteriovenous fistula 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dyskinesia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Encephalopathy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Haemorrhagic stroke 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypoaesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Intracranial aneurysm 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Loss of consciousness 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Migraine 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Myasthenia gravis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Paraesthesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Presyncope 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Sedation 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Spinal cord haematema 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Transient global amnesia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Uraemic encepifalopathy 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
PREGNANCYYPUERPERIUM AND PERINATAL 3 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.1) 
CONDITIGNS 
Abortion spontaneous 3 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.1) 
PSYG@RIATRIC DISORDERS 14 (0.1) (0.0, 0.1) 14 (0.1) (0.1, 0.2) 
Depression 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Suicidal ideation 0 (0.0, 0.0) 3 (0.0) (0.0, 0.1) 
Bipolar disorder 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Completed suicide 1 (0.0) (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Alcohol withdrawal syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Anxiety 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Drug abuse 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Major depression 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Plagebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Psychotic disorder 1 (0.0) €9.0, 0.0) 0 (0.0, 0.0) 
Suicide attempt 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute psychosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Alcohol abuse 1 €Q39) (0.0, 0.0) 0 (0.0, 0.0) 
Alcoholism 4y¢0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Conversion disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Disorientation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hallucination 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Mental disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Obsessive-compulsive disorder 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Post-traumatic stress disorder 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
RENAL AND URINARY DISORDERS 110.1) (0.0, 0.1) 9 (0.1) (0.0, 0.1) 
Nephrolithiasis 8 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Acute kidney injury 3 (0.0) (0.0, 0.1) 5 (0.0) (0.0, 0.1) 
Ureterolithiasis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Urinary retention 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Bladder prolapse 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Glomerulonephritis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Urinary tract obstruction 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 3 (0.0) (0.0, 0.1) 3 (0.0) (0.0, 0.1) 
Ovarian cyst 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Abnormal uterin@bleeding 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Benign prostatic hyperplasia 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Breast hywerplasia 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endomejrial thickening 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Endometriosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
PEostatitis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL 16 (0.1) (0.1, 0.2) 19 (0.1) (0.1, 0.2) 
WISORDERS 
Pulmonary embolism 4 (0.0) (0.0, 0.1) 8 (0.1) (0.0, 0.1) 
Acute respiratory failure 2 (0.0) (0.0, 0.0) 4 (0.0) (0.0, 0.1) 
Chronic obstructive pulmonary disease 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Asthma 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pleural effusion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Acute respiratory distress syndrome 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Placebo/BNT162b2 (30 
(N?=16151) Hg) 
(N?=14898) 
System Organ Class n’(%) = (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Dyspnoea exertional 1 (0.0) €9.0, 0.0) 1 (0.0) (0.0, 0.0) 
Interstitial lung disease 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pneumothorax 0 (0.0, 0.0) 2 (0.0) (0.0, 0.0) 
Diaphragmatic paralysis Q (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Dyspnoea 4y¢0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Nasal septum deviation 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pleurisy 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Pulmonary sarcoidosis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Respiratory failure 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Diabetic foot 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
SOCIAL CIRCUMSTANCES 2 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Miscarriage of partner 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Pregnancy of partner 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 15 (0.1) (0.1, 0.2) 110.1) (0.0, 0.1) 
Deep vein thrombosis 3 (0.0) (0.0, 0.1) 4 (0.0) (0.0, 0.1) 
Hypertension 3 (0.0) (0.0, 0.1) 1 (0.0) (0.0, 0.0) 
Arteriosclerosis 3 (0.0) (0.0, 0.1) 0 (0.0, 0.0) 
Hypertensive urgency 1 (0.0) (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 2 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Aortic dissection 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Aortic stenosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hypertensive efisis 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypertensive emergency 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Hypot@sion 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Hyprovolaemic shock 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
Ilkac artery dissection 1 (0.0) (0.0, 0.0) 0 (0.0, 0.0) 
Thrombosis 0 (0.0, 0.0) 1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
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14.75. Number (%) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects >16 Years of Age — Safety Population Ethnicity: Non-Hispanic/Non- 
Latino 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
Hg) Placebo/BNT162b2 (30 
(N*=16151) pg) 
(N*=14898) 
System Organ Class n’(%) (95% CK)” m>(%) = (95% CI) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominatoxfor the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) SourcesData: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_Gnblinded/C4591001_CSR/adae_s130_sae_p23_d2b_ eth 
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14.76. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Dose 1 (BNT162b2) to 6 Months After Dose 2 (BNT162b2), by Ethnicity, by System 
Organ Class and Preferred Term — Blinded and Open Label Follow-up Period — Phase 
2/3 — Subjects =>16 Years of Age — Safety Population Ethnicity: Not Reported 


Vaccine Group (as Administered) 


Original BNT162b2 (30 Original 
pg) Placebo/BNT162b2 (30 pg) 
(N?=74) (N*=95) 
System Organ Class n’ (%) (95% CI°) n(%) (95% CI*) 
Preferred Term 
Any adverse event 1 (1.4) (0.0, 73) 0 (0.0, 3.8) 
INJURY, POISONING AND PROCEDURAL 1 (1.4) (0.097.3) 0 (0.0, 3.8) 
COMPLICATIONS 
Pelvic fracture 1 (1.4) (0.0, 7.3) 0 (0.0, 3.8) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the dehgminator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence ofthe specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event; 

c. Exact 2-sided CI, based on the Clopper and Pearsonapethod. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File? ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d2b_ eth 
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14.77. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Age Group — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 = 
Booster Safety Population Age Group: 12-15 Years 


Vaccine Group (as Administered) 


BNT162b2 (301g) 


(N*=823) 
Adverse Event n> £%) 
Any adverse event 453 (18.5) 
Related*® 139 (16.8) 
Severe 6 (0.7) 
Life-threatening 1 (0.1) 
Any serious adverse event 2 (0.2) 
Related*® 0 
Severe 2 (0.2) 
Life-threatening 1 (0.1) 
Any nonserious adverse event 153 (18.5) 
Related* 139 (16.8) 
Severe 6 (0.7) 
Life-threatening 0 
Any adverse event leading to withdrawal 0 
Related* 0 
Severe 0 
Life-threatening 0 
Death 0 


a. N=number of subjects in the sfvecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting atleast 1 occurrence of any adverse event. 

c. Assessed by the investigafor as related to investigational product. 

PFIZER CONFIDENTIAIGSDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Bate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_age 
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14.78. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Age Group — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population Age Group: 16-55 Years 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 
(N*=12834) 


Adverse Event n> (%) 

Any adverse event 2418 (18.8) 
Related* 2181 (17.0) 
Severe 43 (0.3) 
Life-threatening 2 (0.0) 

Any serious adverse event 28 (0.2) 
Related* 3 (0.0) 
Severe 16 (0.1) 
Life-threatening 2 (0.0) 

Any nonserious adverse event 2401 (18.7) 
Related* 2181 (17.0) 
Severe 27 (0.2) 
Life-threatening 0 

Any adverse event leading to withdrawal 0 
Related*® 0 
Severe 0 
Life-threatening 0 

Death 0 


a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reportingsat least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by the investigatoMis related to investigational product. 

PFIZER CONFIDENTIAL SBXEM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Datey28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_age 
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14.79. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Age Group — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population Age Group: >55 Years 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


(N?=9636), 
Adverse Event n> (%) 
Any adverse event 1400 (14.5) 
Related* D196 (12.4) 
Severe 47 (0.5) 
Life-threatening 4 (0.0) 
Any serious adverse event 37 (0.4) 
Related* 0 
Severe 24 (0.2) 
Life-threatening 4 (0.0) 
Any nonserious adverse event 1378 (14.3) 
Related* 1196 (12.4) 
Severe 25 (0.3) 
Life-threatening 0 
Any adverse event leading to withdrawal 1 (0.0) 
Related*® 0 
Severe 0 
Life-threatening 1 (0.0) 
Death 1 (0.0) 


a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reportingsat least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by the investigatoMis related to investigational product. 

PFIZER CONFIDENTIAL SBXEM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Datey28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_age 
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14.80. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Race — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — BoosterSafety 
Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (311g) 


12-15 Years 216 Years 
(N*=689) (N?=18869) 
Adverse Event n> (%) n? (%) 
Any adverse event 123 (19.9) 3117 (16.5) 
Related® 1416.1) 2731 (14.5) 
Severe 5 (0.7) 81 (0.4) 
Life-threatening 1 (0.1) 5 (0.0) 
Any serious adverse event 1 (0.1) 54 (0.3) 
Related* 0 2 (0.0) 
Severe 1 (0.1) 34 (0.2) 
Life-threatening 1 (0.1) 5 (0.0) 
Any nonserious adverse event 123 (17.9) 3086 (16.4) 
Related® 111 (16.1) 2731 (14.5) 
Severe 5 (0.7) 49 (0.3) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 1 (0.0) 
Related* 0 0 
Severe 0 0 
Life-threatening 0 1 (0.0) 
Death 0 1 (0.0) 


Note: All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjecésin the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjeéts reporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by th&investigator as related to investigational product. 

PFIZER CONFIBENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Saapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_race 
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14.81. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Race — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
Population Race: Black or African American 


Vaccine Group (as Administered) 


BNT162b2 (30-12) 


12-15 Years 216 Years 
(N*=38) (N*=1962) 
Adverse Event n> (%) n> (%) 
Any adverse event 5 (132 269 (13.7) 
Related® 3@7.9) 234 (11.9) 
Severe T (2.6) 6 (0.3) 
Life-threatening 0 1 (0.1) 
Any serious adverse event 1 (2.6) 9 (0.5) 
Related® 0 0 
Severe 1 (2.6) 5 (0.3) 
Life-threatening 0 1 (0.1) 
Any nonserious adverse event 5 (13.2) 261 (13.3) 
Related® 3 (7.9) 234 (11.9) 
Severe 1 (2.6) 1 (0.1) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 0 
Related® 0 0 
Severe 0 0 
Life-threatening 0 0 
Death 0 0 


Note: All others = American Indiax_or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects ithe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects2eporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 283APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_race 
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14.82. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Race — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
Population Race: All Others 


Vaccine Group (as Administered) 


BNT162b2 (30g¢2) 


12-15 Years 216 Years 
(N?=98) (N?=1639) 
Adverse Event n> (%) n> (%) 
Any adverse event 25 (255) 432 (26.4) 
Related® 2525.5) 412 (25.1) 
Severe 0 3 (0.2) 
Life-threatening 0 0 
Any serious adverse event 0 2 (0.1) 
Related 0 1 (0.1) 
Severe 0 1 (0.1) 
Life-threatening 0 0 
Any nonserious adverse event 25 (25.5) 432 (26.4) 
Related® 25 (25.5) 412 (25.1) 
Severe 0 2 (0.1) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 0 
Related*® 0 0 
Severe 0 0 
Life-threatening 0 0 
Death 0 0 


Note: All others = American Indiax_or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects ithe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects2eporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 283APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_race 
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14.83. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Sex — Phase 2/3 — Subjects Who Received. 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — BoosterSafety 
Population Sex: Male 


Vaccine Group (as Administered) 


BNT162b2 (38 ng) 


12-15 Years 216 Years 
(N?=407) (N*=11267) 
Adverse Event n> (%) n> (%) 
Any adverse event 81 (19:9) 1632 (14.5) 
Related* 7THU18.9) 1469 (13.0) 
Severe 2 (0.5) 41 (0.4) 
Life-threatening 0 3 (0.0) 
Any serious adverse event 0 29 (0.3) 
Related* 0 1 (0.0) 
Severe 0 18 (0.2) 
Life-threatening 0 3 (0.0) 
Any nonserious adverse event 81 (19.9) 1613 (14.3) 
Related* 77 (18.9) 1469 (13.0) 
Severe 2 (0.5) 24 (0.2) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 1 (0.0) 
Related* 0 0 
Severe 0 0 
Life-threatening 0 1 (0.0) 
Death 0 1 (0.0) 


a. N=number of subjects inghe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectseporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by the inyve3tigator as related to investigational product. 

PFIZER CONFIDEN@&IAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_sex 
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14.84. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Sex — Phase 2/3 — Subjects Who Received 
Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — Booster Safety 
Population Sex: Female 


Vaccine Group (as Administered) 


BNT162b2 (30 ug) 


12-15 Years 216 Years 
(N*=418) (N*=11203) 
Adverse Event n> (%) n> (%) 
Any adverse event 72 (17,2) 2186 (19.5) 
Related® 62 (148) 1908 (17.0) 
Severe 4¢1.0) 49 (0.4) 
Life-threatening 1 (0.2) 3 (0.0) 
Any serious adverse event 2 (0.5) 36 (0.3) 
Related*® 0 2 (0.0) 
Severe 2 (0.5) 22 (0.2) 
Life-threatening 1 (0.2) 3 (0.0) 
Any nonserious adverse event 72 (17.2) 2166 (19.3) 
Related® 62 (14.8) 1908 (17.0) 
Severe 4 (1.0) 28 (0.2) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 0 
Related*® 0 0 
Severe 0 0 
Life-threatening 0 0 
Death 0 0 


a. N=number of subjects in thespecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects rep6yting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting atNeast 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot@ate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_sex 
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14.85. Number (“o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Ethnicity — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 = 
Booster Safety Population Ethnicity: Hispanic/Latino 


Vaccine Group (as Administered) 


BNT162b2 (8 ng) 


12-15 Years 216 Years 
(N?=89) (N?=7489) 
Adverse Event n> (%) n> (%) 
Any adverse event 19 (24.3) 1281 (17.1) 
Related® k8(20.2) 1058 (14.1) 
Severe 0 17 (0.2) 
Life-threatening 0 1 (0.0) 
Any serious adverse event 0 24 (0.3) 
Related* 0 1 (0.0) 
Severe 0 12 (0.2) 
Life-threatening 0 1 (0.0) 
Any nonserious adverse event 19 (21.3) 1271 (17.0) 
Related* 18 (20.2) 1058 (14.1) 
Severe 0 5 (0.1) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 0 
Related* 0 0 
Severe 0 0 
Life-threatening 0 0 
Death 0 0 


a. N=number of subjects inghe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectseporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at least 1 occurrence of any adverse event. 

c. Assessed by the inyve3tigator as related to investigational product. 

PFIZER CONFIDEN@&IAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 19MAY 2023 
(07:02) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_ eth 
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14.86. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Ethnicity — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population Ethnicity: Non-Hispanic/Non-Latino 


Vaccine Group (as Administered) 


BNT162b2 (30 yas) 


12-15 Years 216 Years 
(N?=734) (N*=14899) 
Adverse Event n> (%) n> (%) 
Any adverse event 133 (18.0 2525 (16.9) 
Related® 120 (16-3) 2307 (15.5) 
Severe 60.8) 73 (0.5) 
Life-threatening 1 (0.1) 5 (0.0) 
Any serious adverse event 2 (0.3) 41 (0.3) 
Related*® 0 2 (0.0) 
Severe 2 (0.3) 28 (0.2) 
Life-threatening 1 (0.1) 5 (0.0) 
Any nonserious adverse event 133 (18.1) 2496 (16.8) 
Related® 120 (16.3) 2307 (15.5) 
Severe 6 (0.8) 47 (0.3) 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 1 (0.0) 
Related*® 0 0 
Severe 0 0 
Life-threatening 0 1 (0.0) 
Death 0 1 (0.0) 


a. N=number of subjects in thespecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects rep6yting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting atNeast 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 19MAY 2023 
(07:02) 

(Database Snapshot@ate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_ d3 eth 
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14.87. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by Ethnicity — Phase 2/3 — Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population Ethnicity: Not Reported 


Vaccine Group (as Administered) 


BNT162b2 (36422) 


12-15 Years 216 Years 
(N?=2) (N*=82) 
Adverse Event n> (%) n> (%) 
Any adverse event 1 (50:0) 12 (14.6) 
Related® 1250.0) 12 (14.6) 
Severe 0 0 
Life-threatening 0 0 
Any serious adverse event 0 0 
Related*® 0 0 
Severe 0 0 
Life-threatening 0 0 
Any nonserious adverse event 1 (50.0) 12 (14.6) 
Related® 1 (50.0) 12 (14.6) 
Severe 0 0 
Life-threatening 0 0 
Any adverse event leading to withdrawal 0 0 
Related*® 0 0 
Severe 0 0 
Life-threatening 0 0 
Death 0 0 


a. N=number of subjects in thespecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects rep6yting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting atNeast 1 occurrence of any adverse event. 

c. Assessed by the investigator as related to investigational product. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 19MAY 2023 
(07:02) 

(Database Snapshot@ate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_ d3 eth 


PFIZER CONFIDENTIAL 


Page 410 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.88. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose — Phase 2/3 — HIV-Positive Subjects Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 = 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30nig) 


216 Years 
(N*=98) 
Adverse Event n> (%) 
Any adverse event 11 (11.2) 
Related* 8 (8.2) 
Severe 1 (1.0) 
Life-threatening 0 
Any serious adverse event 1 (1.0) 
Related* 0 
Severe 1 (1.0) 
Life-threatening 0 
Any nonserious adverse event 10 (10.2) 
Related*® 8 (8.2) 
Severe 0 
Life-threatening 0 
Any adverse event leading to withdrawal 0 
Related*® 0 
Severe 0 
Life-threatening 0 
Death 0 


a. N=number of subjects in théspecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reportingat least 1 occurrence of any adverse event. 

c. Assessed by the invest#gator as related to investigational product. 

PFIZER CONFIDENTEAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database SnapshotDate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_p23_d3_hiv 
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14.89. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose — Phase 3 —- BNT162b2-Naive Subjects Assigned 
to Receive BNT162b2sa Who Received Booster Dose of BNT162b2 (30 ng) — Booster 
Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (302) 


(N*=236) 
Adverse Event n> (%) 
Any adverse event 27 (11.4) 
Related*® 25 (10.6) 
Severe 0 
Life-threatening 0 
Any serious adverse event 0 
Related*® 0 
Severe 0 
Life-threatening 0 
Any nonserious adverse event 27 (11.4) 
Related* 25 (10.6) 
Severe 0 
Life-threatening 0 
Any adverse event leading to withdrawal 0 
Related* 0 
Severe 0 
Life-threatening 0 
Death 0 


a. N=number of subjects in the sfvecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event category. For "any adverse event," n= 
number of subjects reporting at¢east 1 occurrence of any adverse event. 

c. Assessed by the investigafor as related to investigational product. 

PFIZER CONFIDENTIAIGSDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Bate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s091_na_d3 
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14.90. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term: 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 a9) 


12-15 Years 216 Years 
(N*=825) (N?=22470) 
System Organ Class n> (%) (95% CI n? (%) (95% CI‘) 
Preferred Term 
Any adverse event 153 (18.5) (4x9, 21.4) 3818 (17.0) (16.5, 17.5) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 8 (1.0) (0.4, 1.9) 360 (1.6) (1.4, 1.8) 
Lymphadenopathy 8 (1.0) (0.4, 1.9) 347 (1.5) (1.4, 1.7) 
Lymph node pain 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Anaemia 4) (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Hypochromic anaemia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Tron deficiency anaemia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Normocytic anaemia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Splenic vein thrombosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 1 (0.1) (0.0, 0.7) 29 (0.1) (0.1, 0.2) 
Palpitations 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
Atrial fibrillation 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Tachycardia 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Ventricular extrasystoles 1 (0.1) (0.0, 0.7) 2 (0.0) (0.0, 0.0) 
Acute coronary syndrome 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Coronary artery disease 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Mitral valve incompetence 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Angina pectoris 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Aortic valve disease 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Arrhythmia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Atrioventricular®lock 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Bradycardia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Bundle branch block left 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Bundlebranch block right 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cardiac failure 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Myocardial ischaemia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pericardial effusion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Sinus node dysfunction 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Wolff-Parkinson-White syndrome 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.4) 15 (0.1) (0.0, 0.1) 
Vertigo 0 (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
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14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n? (%) (95% CI*) Bw (%) (95% CI*) 
Preferred Term 
Tinnitus 0 (0.0, O24) 3 (0.0) (0.0, 0.0) 
Cerumen impaction 0 (0.0.0:4) 1 (0.0) (0.0, 0.0) 
Deafness 0 (Q0, 0.4) 1 (0.0) (0.0, 0.0) 
Deafness neurosensory 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Ear discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Ear pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Middle ear effusion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Tympanic membrane perforation 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Vertigo positional 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
ENDOCRINE DISORDERS 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
Hypothyroidism 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Autoimmune thyroiditis 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Hypopituitarism 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Secondary hyperthyroidism 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 0 (0.0, 0.4) 12 (0.1) (0.0, 0.1) 
Cataract 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Conjunctival haemorrhage 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Eye pain 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Keratitis 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Blepharitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Dry eye 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Epiretinal membrari¢. 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Photophobia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Retinal degen¢ration 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GASTROINYBSTINAL DISORDERS 12 (1.5) (0.8, 2.5) 203 (0.9) (0.8, 1.0) 
Nauseq 9 (1.1) (0.5, 2.1) 93 (0.4) (0.3, 0.5) 
Diaztioea 0 (0.0, 0.4) 57 (0.3) (0.2, 0.3) 
Vomiting 5 (0.6) (0.2, 1.4) 33 (0.1) (0.1, 0.2) 
‘Abdominal pain 1 (0.1) (0.0, 0.7) 6 (0.0) (0.0, 0.1) 
Abdominal pain upper 1 (0.1) (0.0, 0.7) 5 (0.0) (0.0, 0.1) 
Gastritis 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Gastrooesophageal reflux disease 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Constipation 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Dyspepsia 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Dysphagia 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
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14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n? (%) (95% CI*) Bw (%) (95% CI*) 
Preferred Term 
Rectal haemorrhage 0 (0.0, O24) 2 (0.0) (0.0, 0.0) 
Abdominal discomfort 0 (0.00°4) 1 (0.0) (0.0, 0.0) 
Anogenital dysplasia 0 (&0, 0.4) 1 (0.0) (0.0, 0.0) 
Colitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Dental caries 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Diverticulum intestinal 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Dry mouth 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Food poisoning 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastric ulcer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Haemorrhoids 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Inguinal hernia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Large intestine polyp 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Lip dry 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Lip haemorrhage 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Lip oedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Mouth ulceration 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Oesophageal ulcer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Oesophagitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Oral mucosal blistering 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Paraesthesia oral 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Retching 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Small intestinal obstt@ction 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Teething 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Tooth impacteé 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Volvulus 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


GENERALXDISORDERS AND ADMINISTRATION SITE 130 (15.8) (13.3, 18.4) 2923 (13.0) = (12.6, 13.5) 
CONDITZONS 


Inyestion site pain 66 (8.0) (6.2, 10.1) 1679 (7.5) (7.1, 7.8) 
Fatigue 61 (7.4) (5.7, 9.4) 858 (3.8) (3.6, 4.1) 
Pyrexia 28 (3.4) (2.3, 4.9) 665 (3.0) (2.7, 3.2) 
Chills 22 (2.7) (1.7, 4.0) 443 (2.0) (1.8, 2.2) 
Pain 24 (2.9) (1.9, 4.3) 352 (1.6) (1.4, 1.7) 
Asthenia 0 (0.0, 0.4) 81 (0.4) (0.3, 0.4) 
Malaise 3 (0.4) (0.1, 1.1) 76 (0.3) (0.3, 0.4) 
Injection site erythema 5 (0.6) (0.2, 1.4) 42 (0.2) (0.1, 0.3) 
Injection site swelling 0 (0.0, 0.4) 37 (0.2) (0.1, 0.2) 
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14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n? (%) (95% CI*) Bm (%) (95% CI*) 
Preferred Term 
Axillary pain 1 (0.1) (0.0, OxZ) 26 (0.1) (0.1, 0.2) 
Vaccination site pain 0 (0.0.0:4) 15 (0.1) (0.0, 0.1) 
Injection site lymphadenopathy 0 (&0, 0.4) 11 (0.0) (0.0, 0.1) 
Injection site pruritus 0 0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Injection site warmth 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Localised oedema 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
Chest pain 0 (0.0, 0.4) 6 (0.0) (0.0, 0.1) 
Swelling 0 (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
Feeling abnormal 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Injection site bruising 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Injection site mass 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Vaccination site lymphadenopathy 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Injection site induration 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site oedema 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site rash 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site reaction 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Vaccination site swelling 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Chest discomfort 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Facial pain 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Feeling hot 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Inflammation 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Injection site inflamraation 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Injection site irritation 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Non-cardiac clfest pain 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Vaccinatiomsite oedema 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Application site erythema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cyst 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Fage-oedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gait disturbance 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Illness 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Influenza like illness 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injection site discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injection site haematoma 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injection site nodule 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injection site vesicles 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injury associated with device 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
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System Organ Class 
Preferred Term 


Oedema peripheral 
Peripheral swelling 
Sensation of foreign body 
Thirst 

Vaccination site erythema 
Vaccination site warmth 


HEPATOBILIARY DISORDERS 


Cholecystitis acute 
Cholelithiasis 
Alcoholic liver disease 
Biliary colic 

Biliary obstruction 
Cholecystitis 

Hepatic cirrhosis 
Hepatic lesion 
Hepatitis acute 


Hyperbilirubinaemia neonatal 


Jaundice cholestatic 


IMMUNE SYSTEM DISORDERS 


Immunisation reaction 
Hypersensitivity 


INFECTIONS AND INFESTATIONS 


Urinary tract inféetion 
Tooth infectiod 
Ear infection 
Herpesczoster 
Cellavitis 
Gonyjunctivitis 
Diverticulitis 
Appendicitis 
Otitis externa 
Rhinitis 
Sinusitis 
Cystitis 
Gastroenteritis 


Genital herpes 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N*=825) 


n(%) 


— 
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(95% CI‘) 


(0.0, 024) 
(0.0.0.4) 
(&0, 0.4) 
%0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.7) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 


>16 Years 
(N*=22470) 
Bw (%) (95% CI°) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
11 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
6 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
111 (0.5) (0.4, 0.6) 
23 (0.1) (0.1, 0.2) 
11 (0.0) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
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14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n? (%) (95% CI*) Bw (%) (95% CI’) 
Preferred Term 
Localised infection 0 (0.0, O24) 2 (0.0) (0.0, 0.0) 
Oral herpes 0 (0.00°4) 2 (0.0) (0.0, 0.0) 
Syphilis 0 (Q0, 0.4) 2 (0.0) (0.0, 0.0) 
Wound infection 0 0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Abdominal abscess 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Abscess jaw 10.8 (0.0, 0.7) 0 (0.0, 0.0) 
Adenoviral conjunctivitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Balanitis candida 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Bartholinitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Bronchitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Complicated appendicitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Conjunctivitis bacterial 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Conjunctivitis viral 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Erysipelas 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Focal peritonitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Fungal skin infection 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastroenteritis norovirus 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Infected cyst 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Malaria 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Nasopharyngitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Onychomycosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Osteomyelitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Periodontitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pneumonia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Postoperative wound infection 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pyelanephritis acute 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Staphylococcal infection 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Subcutaneous abscess 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Tooth abscess 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Vaginal infection 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Vulvovaginal mycotic infection 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL 4 (0.5) (0.1, 1.2) 104 (0.5) (0.4, 0.6) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 0.4) 30 (0.1) (0.1, 0.2) 
Fall 1 (0.1) (0.0, 0.7) 14 (0.1) (0.0, 0.1) 
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14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n(%) (95% CI) n? (%) (95% CI) 
Preferred Term 
Maternal exposure during breast feeding 0 (0.0, O24) 11 (0.0) (0.0, 0.1) 
Skin laceration 0 (0.0.0:4) 7 (0.0) (0.0, 0.1) 
Animal bite 0 (QO, 0.4) 6 (0.0) (0.0, 0.1) 
Ligament sprain 1 (0.1) 0.0, 0.7) 5 (0.0) (0.0, 0.1) 
Ankle fracture 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Cartilage injury 10.8 (0.0, 0.7) 2 (0.0) (0.0, 0.0) 
Joint injury 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Wrist fracture 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Cervical vertebral fracture 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Contusion 1 (0.1) (0.0, 0.7) 1 (0.0) (0.0, 0.0) 
Foot fracture 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Limb injury 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Maternal exposure during pregnancy 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Road traffic accident 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Vaccination complication 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Wound 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Arthropod bite 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Chest injury 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Corneal abrasion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Eye contusion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Femur fracture 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Forearm fracture 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Head injury 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Humerus fracture 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Nasal injury 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Overdose 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Post-traumatic pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Ragtus fracture 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Retinal injury 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Skin abrasion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Stress fracture 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Tendon injury 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Vulvovaginal injury 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Wound dehiscence 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 0 (0.0, 0.4) 61 (0.3) (0.2, 0.3) 
Body temperature increased 0 (0.0, 0.4) 54 (0.2) (0.2, 0.3) 
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Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N*=825) 
System Organ Class n(%) (95% CI°) 
Preferred Term 
Cardiac murmur 0 (0.0, Oz4) 
Heart rate increased 0 (0.0.0:4) 
Blood urine present 0 (&0, 0.4) 
Cardiac stress test abnormal 0 0.0, 0.4) 
Human papilloma virus test positive 0 (0.0, 0.4) 
METABOLISM AND NUTRITION DISORDERS 0 (0.0, 0.4) 
Decreased appetite 0 (0.0, 0.4) 
Hypercholesterolaemia 0 (0.0, 0.4) 
Vitamin D deficiency 0 (0.0, 0.4) 
Dyslipidaemia 0 (0.0, 0.4) 
Gout 0 (0.0, 0.4) 
Hypoglycaemia neonatal 0 (0.0, 0.4) 
Hyponatraemia 0 (0.0, 0.4) 
Increased appetite 0 (0.0, 0.4) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 19 (2.3) (1.4, 3.6) 
DISORDERS 
Myalgia 13 (1.6) (0.8, 2.7) 
Arthralgia 0 (0.0, 0.4) 
Pain in extremity 6 (0.7) (0.3, 1.6) 
Back pain 0 (0.0, 0.4) 
Musculoskeletal chest pain 1 (0.1) (0.0, 0.7) 
Neck pain 0 (0.0, 0.4) 
Musculoskeletal pain 0 (0.0, 0.4) 
Muscle spasms 0 (0.0, 0.4) 
Intervertebfai disc protrusion 0 (0.0, 0.4) 
Musclextontracture 0 (0.0, 0.4) 
Musctiiar weakness 0 (0.0, 0.4) 
Mésculoskeletal stiffness 0 (0.0, 0.4) 
Synovial cyst 0 (0.0, 0.4) 
Tendonitis 0 (0.0, 0.4) 
Arthritis 0 (0.0, 0.4) 
Axillary mass 0 (0.0, 0.4) 
Bursitis 0 (0.0, 0.4) 
Muscle twitching 0 (0.0, 0.4) 
Osteoarthritis 0 (0.0, 0.4) 
Osteochondritis 0 (0.0, 0.4) 
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>16 Years 
(N*=22470) 
Bw (%) (95% CI°) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
24 (0.1) (0.1, 0.2) 
11 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
646 (2.9) (2.7, 3.1) 
474 (2.1) (1.9, 2.3) 
60 (0.3) (0.2, 0.3) 
49 (0.2) (0.2, 0.3) 
19 (0.1) (0.1, 0.1) 
8 (0.0) (0.0, 0.1) 
9 (0.0) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
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14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N?=22470) 
System Organ Class n> (%) (95% CI°) Bw (%) (95% CI°) 
Preferred Term 
Osteoporosis 0 (0.0, Oz4) 2 (0.0) (0.0, 0.0) 
Plantar fasciitis 0 (0.0.0:4) 2 (0.0) (0.0, 0.0) 
Rotator cuff syndrome 0 (&0, 0.4) 2 (0.0) (0.0, 0.0) 
Spinal osteoarthritis 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Cervical spinal stenosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Costochondritis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Fibromyalgia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Flank pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Greater trochanteric pain syndrome 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Groin pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Kyphosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Musculoskeletal discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Neck mass 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Painful os peroneum syndrome 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Rheumatoid arthritis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Sjogren's syndrome 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Temporomandibular joint syndrome. 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND 0 (0.0, 0.4) 17 (0.1) (0.0, 0.1) 
UNSPECIFIED (INCL CYSTS AND POLYPS) 
Basal cell carcinoma 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Adenocarcinoma of color 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma parfCreas 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Adenoma benign 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Colon cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Endometriab adenocarcinoma 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastrointestinal stromal tumour 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Invesive breast carcinoma 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Prostate cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Renal neoplasm 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Squamous cell carcinoma of skin 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Uterine leiomyoma 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 49 (5.9) (4.4, 7.8) 632 (2.8) (2.6, 3.0) 
Headache 47 (5.7) (4.2, 7.5) 559 (2.5) (2.3, 2.7) 
Dizziness 2 (0.2) (0.0, 0.9) 26 (0.1) (0.1, 0.2) 
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System Organ Class 
Preferred Term 


Lethargy 

Paraesthesia 

Syncope 

Migraine 

Sciatica 

Hypoaesthesia 
Presyncope 
Cerebrovascular accident 
Nerve compression 
Psychomotor hyperactivity 
Somnolence 

Tremor 

Carotid arteriosclerosis 
Cervical radiculopathy 
Formication 
Haemorrhage intracranial 
Hepatic encephalopathy 
Hyperaesthesia 
Intracranial aneurysm 
Neuropathy peripheral 
Parosmia 

Seizure 

Taste disorder 

Tension headaéhe 


PREGNANCYYPUERPERIUM AND PERINATAL 


CONDITIONS 
Pregnaticy 
Abpittion spontaneous 
Abortion threatened 
Gestational hypertension 


PSYCHIATRIC DISORDERS 
Anxiety 
Insomnia 
Depression 
Anxiety disorder 
Attention deficit hyperactivity disorder 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N*=825) 


n(%) 


— 
=> 


— 
Na 
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(95% CI‘) 


(0.0, 024) 
(0.0;.0:4) 
(&0, 0.7) 
%0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 


(0.0, 0.4) 


(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.5, 2.1) 
(0.1, 1.1) 
(0.0, 0.7) 
(0.1, 1.1) 
(0.0, 0.4) 
(0.0, 0.4) 


>16 Years 
(N*=22470) 
Bw (%) (95% CI°) 
13 (0.1) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
5 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
43 (0.2) (0.1, 0.3) 
17 (0.1) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n(%) (95% CI) n? (%) (95% CI’) 
Preferred Term 
Disorientation 0 (0.0, O24) 2 (0.0) (0.0, 0.0) 
Nightmare 2 (0.2) (0.00:9) 0 (0.0, 0.0) 
Acute stress disorder 0 (@0, 0.4) 1 (0.0) (0.0, 0.0) 
Affective disorder 0 0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Aggression 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Alcohol abuse 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Bruxism 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Emotional distress 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gender dysphoria 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Generalised anxiety disorder 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Irritability 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Libido decreased 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Major depression 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Mental fatigue 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Psychiatric decompensation 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Suicidal ideation 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Suicide attempt 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
RENAL AND URINARY DISORDERS 0 (0.0, 0.4) 8 (0.0) (0.0, 0.1) 
Nephrolithiasis 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Calculus bladder 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pollakiuria 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Renal colic 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Renal pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Stress urinary sfcontinence 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Trigonitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
REPRODUSTIVE SYSTEM AND BREAST DISORDERS 2 (0.2) (0.0, 0.9) 23 (0.1) (0.1, 0.2) 
Intermenstrual bleeding 1 (0.1) (0.0, 0.7) 4 (0.0) (0.0, 0.0) 
Befign prostatic hyperplasia 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Breast pain 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Heavy menstrual bleeding 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Menstrual disorder 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Atrophic vulvovaginitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Breast inflammation 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cervical bulla 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Dysmenorrhoea 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Menstruation irregular 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N*=825) 
System Organ Class n(%) (95% CI°) 
Preferred Term 
Nipple exudate bloody 0 (0.0, O24) 
Ovarian cyst 0 (0.00°4) 
Pelvic pain 0 (Q0, 0.4) 
Prostatitis 0 (0.0, 0.4) 
Testicular pain 0 (0.0, 0.4) 
Uterine polyp 0 (0.0, 0.4) 
RESPIRATORY, THORACIC AND MEDIASTINAL 140-1) (0.0, 0.7) 
DISORDERS 
Nasal congestion 1 (0.1) (0.0, 0.7) 
Rhinorrhoea 0 (0.0, 0.4) 
Dyspnoea 0 (0.0, 0.4) 
Rhinitis allergic 0 (0.0, 0.4) 
Cough 0) (0.0, 0.4) 
Epistaxis 0 (0.0, 0.4) 
Oropharyngeal pain 0 (0.0, 0.4) 
Sinus congestion 0 (0.0, 0.4) 
Asthma 0 (0.0, 0.4) 
Dysphonia 0 (0.0, 0.4) 
Nasal turbinate hypertrophy 0 (0.0, 0.4) 
Paranasal sinus discomfort 0 (0.0, 0.4) 
Pleural effusion 0 (0.0, 0.4) 
Sleep apnoea syndrofie 0 (0.0, 0.4) 
Throat tightness 0 (0.0, 0.4) 
Upper-airway éough syndrome 0 (0.0, 0.4) 
Vocal cord gplyp 0 (0.0, 0.4) 
SKIN ANDSSUBCUTANEOUS TISSUE DISORDERS 2 (0.2) (0.0, 0.9) 
Rash 0 (0.0, 0.4) 
Hy@erhidrosis 0 (0.0, 0.4) 
Night sweats 0 (0.0, 0.4) 
Urticaria 0 (0.0, 0.4) 
Acne 0 (0.0, 0.4) 
Erythema 0 (0.0, 0.4) 
Pruritus 0 (0.0, 0.4) 
Dermatitis contact 1 (0.1) (0.0, 0.7) 
Alopecia 0 (0.0, 0.4) 
Psoriasis 0 (0.0, 0.4) 
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>16 Years 
(N*=22470) 
Bw (%) (95% CI°) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
33 (0.1) (0.1, 0.2) 
5 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
77 (0.3) (0.3, 0.4) 
15 (0.1) (0.0, 0.1) 
9 (0.0) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.0) 
4 (0.0) (0.0, 0.0) 
4 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


System Organ Class 
Preferred Term 


Rash maculo-papular 
Skin lesion 
Angioedema 
Blister 

Cold sweat 
Dermatitis 
Dermatitis atopic 
Diabetic foot 
Diffuse alopecia 
Ecchymosis 

Hand dermatitis 
Ingrowing nail 
Lichen planus 
Lichen sclerosus 
Pain of skin 
Photosensitivity reaction 
Pityriasis rosea 
Rash erythematous 
Rash papular 

Rash pruritic 
Rosacea 

Sensitive skin 


Skin oedema 


SURGICAL ANDSMEDICAL PROCEDURES 1( 


Breast consérving surgery 

CataracKoperation 

KneeGithroplasty 

Méiiiscus operation 

Metabolic surgery 

Oral surgery 

Tooth extraction 
VASCULAR DISORDERS 

Hypertension 

Hot flush 

Essential hypertension 

Flushing 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N*=825) 


n(%) 


— 
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(95% CI‘) 


(0.0, 024) 
(0.00.4) 
(0, 0.4) 
70.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.7) 
(0.0, 0.4) 
(0.0, 0.7) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.7) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 
(0.0, 0.4) 


>16 Years 
(N*=22470) 

Bw (%) (95% CI°) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
7 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
43 (0.2) (0.1, 0.3) 
29 (0.1) (0.1, 0.2) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
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14.90. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 

(N*=825) (N*=22470) 
System Organ Class n? (%) (95% CI*) Bw (%) (95% CI*) 

Preferred Term 

Lymphoedema 0 (0.0, O24) 2 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.00°4) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 0 (Q0, 0.4) 1 (0.0) (0.0, 0.0) 
Aortic arteriosclerosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Arteriosclerosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Hypotension 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Peripheral vascular disorder 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Varicose vein 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Venous thrombosis limb 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group.-Thiswalue is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least lcetcurrance of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of anyZedverge¢ event. 

c. Exact 2-sided CI, based on the Clopper and_Rearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1034AR2023 (16:40) Source Data: adae Table Generation: OOMAY2023 
(03:01) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3 
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14.91. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, 5y 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30Nig) as 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 12-14°Years 


Vaccine Group (2s, Administered) 


BNT£62b2 (30 pg) 


(N?=825) 
System Organ Class n> (%) (95% CI°) 
Preferred Term 
Any adverse event 153 (18.5) (15.9, 21.4) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 8 (1.0) (0.4, 1.9) 
Lymphadenopathy 8 (1.0) (0.4, 1.9) 
CARDIAC DISORDERS 1 (0.1) (0.0, 0.7) 
Ventricular extrasystoles 1 (0.1) (0.0, 0.7) 
GASTROINTESTINAL DISORDERS 12 (1.5) (0.8, 2.5) 
Nausea 9 (1.1) (0.5, 2.1) 
Vomiting 5 (0.6) (0.2, 1.4) 
Abdominal pain 1 (0.1) (0.0, 0.7) 
Abdominal pain upper 1 (0.1) (0.0, 0.7) 
GENERAL DISORDERS AND ADMINISTRATIONSITE CONDITIONS 130 (15.8) (13.3, 18.4) 
Injection site pain 66 (8.0) (6.2, 10.1) 
Fatigue 61 (7.4) (5.7, 9.4) 
Pyrexia 28 (3.4) (2.3, 4.9) 
Chills 22 (2.7) (1.7, 4.0) 
Pain 24 (2.9) (1.9, 4.3) 
Malaise 3 (0.4) (0.1, 1.1) 
Injection site erythema 5 (0.6) (0.2, 1.4) 
Axillary pain 1 (0.1) (0.0, 0.7) 
INFECTIONS AND INFESTATIONS 1 (0.1) (0.0, 0.7) 
Abscess jaw 1 (0.1) (0.0, 0.7) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 4 (0.5) (0.1, 1.2) 
Fall 1 (0.1) (0.0, 0.7) 
Ligament‘sprain 1 (0.1) (0.0, 0.7) 
Cartilage injury 1 (0.1) (0.0, 0.7) 
Corittision 1 (0.1) (0.0, 0.7) 
Fetearm fracture 1 (0.1) (0.0, 0.7) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 19 (2.3) (1.4, 3.6) 
Myalgia 13 (1.6) (0.8, 2.7) 
Pain in extremity 6 (0.7) (0.3, 1.6) 
Musculoskeletal chest pain 1 (0.1) (0.0, 0.7) 
NERVOUS SYSTEM DISORDERS 49 (5.9) (4.4, 7.8) 
Headache 47 (5.7) (4.2, 7.5) 
Dizziness 2 (0.2) (0.0, 0.9) 
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14.91. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 12-15 Years 


Vaccine Group (as Adniinistered) 


BNT162b2 (30 pg) 


(N?€825) 
System Organ Class n> (%) (95% CI’) 
Preferred Term 
Syncope \\(0.1) (0.0, 0.7) 
PSYCHIATRIC DISORDERS 9 (1.1) (0.5, 2.1) 
Anxiety 3 (0.4) (0.1, 1.1) 
Insomnia 1 (0.1) (0.0, 0.7) 
Depression 3 (0.4) (0.1, 1.1) 
Nightmare 2 (0.2) (0.0, 0.9) 
Aggression 1 (0.1) (0.0, 0.7) 
Major depression 1 (0.1) (0.0, 0.7) 
Suicidal ideation 1 (0.1) (0.0, 0.7) 
Suicide attempt 1 (0.1) (0.0, 0.7) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 2 (0.2) (0.0, 0.9) 
Intermenstrual bleeding 1 (0.1) (0.0, 0.7) 
Dysmenorrhoea 1 (0.1) (0.0, 0.7) 
RESPIRATORY, THORACIC AND MEDIASTINA DISORDERS 1 (0.1) (0.0, 0.7) 
Nasal congestion 1 (0.1) (0.0, 0.7) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 2 (0.2) (0.0, 0.9) 
Dermatitis contact 1 (0.1) (0.0, 0.7) 
Sensitive skin 1 (0.1) (0.0, 0.7) 
SURGICAL AND MEDICAL PROCEDURES 1 (0.1) (0.0, 0.7) 
Oral surgery 1 (0.1) (0.0, 0.7) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subject9 in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at_l@ast 1 occurrence of any adverse event. 

c. Exact 2-sideddy7, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_age 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, b¥ 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 ¥éars 


Vaccine Greup (as 
Administered) 


BNT£82b2 (30 pg) 
(N#=12834) 
System Organ Class n>(%) (95% CI°) 
Preferred Term 


Any adverse event 2418 (18.8) (18.2, 19.5) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 307 (2.4) (2.1, 2.7) 
Lymphadenopathy 301 (2.3) (2.1, 2.6) 
Lymph node pain 8 (0.1) (0.0, 0.1) 
Anaemia 1 (0.0) (0.0, 0.0) 
Hypochromic anaemia 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 13 (0.1) (0.1, 0.2) 
Palpitations 7 (0.1) (0.0, 0.1) 
Tachycardia 1 (0.0) (0.0, 0.0) 
Ventricular extrasystoles 1 (0.0) (0.0, 0.0) 
Mitral valve incompetence 1 (0.0) (0.0, 0.0) 
Atrioventricular block 1 (0.0) (0.0, 0.0) 
Bradycardia 1 (0.0) (0.0, 0.0) 
Bundle branch block right 1 (0.0) (0.0, 0.0) 
Myocarditis 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 9 (0.1) (0.0, 0.1) 
Vertigo 3 (0.0) (0.0, 0.1) 
Tinnitus 2 (0.0) (0.0, 0.1) 
Deafness 1 (0.0) (0.0, 0.0) 
Ear discomfort 1 (0.0) (0.0, 0.0) 
Middle ear effusion 1 (0.0) (0.0, 0.0) 
Tympanic membrane perforation 1 (0.0) (0.0, 0.0) 
Vertigo positional 1 (0.0) (0.0, 0.0) 
ENDOCRINE BISORDERS 4 (0.0) (0.0, 0.1) 
Hypothyroidism 1 (0.0) (0.0, 0.0) 
Autowamune thyroiditis 2 (0.0) (0.0, 0.1) 
Se@ondary hyperthyroidism 1 (0.0) (0.0, 0.0) 
Ea DISORDERS 3 (0.0) (0.0, 0.1) 
Cataract 1 (0.0) (0.0, 0.0) 
Conjunctival haemorrhage 1 (0.0) (0.0, 0.0) 
Eye pain 1 (0.0) (0.0, 0.0) 
Dry eye 1 (0.0) (0.0, 0.0) 
Retinal degeneration 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 107 (0.8) (0.7, 1.0) 
Nausea 56 (0.4) (0.3, 0.6) 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group Gas 
Administered) 


BNT162Zb2 (30 pg) 


(N&=12834) 
System Organ Class n? (%) (95% CI°) 

Preferred Term 

Diarrhoea 33 (0.3) (0.2, 0.4) 
Vomiting 17 (0.1) (0.1, 0.2) 
Abdominal pain 5 (0.0) (0.0, 0.1) 
Gastritis 1 (0.0) (0.0, 0.0) 
Dyspepsia 1 (0.0) (0.0, 0.0) 
Abdominal discomfort 1 (0.0) (0.0, 0.0) 
Anogenital dysplasia 1 (0.0) (0.0, 0.0) 
Colitis 1 (0.0) (0.0, 0.0) 
Dental caries 1 (0.0) (0.0, 0.0) 
Food poisoning 1 (0.0) (0.0, 0.0) 
Haemorrhoids 1 (0.0) (0.0, 0.0) 
Oral mucosal blistering 1 (0.0) (0.0, 0.0) 
Retching 1 (0.0) (0.0, 0.0) 
Tooth impacted 1 (0.0) (0.0, 0.0) 
Volvulus 1 (0.0) (0.0, 0.0) 

GENERAL DISORDERS AND ADMINIS@RATION SITE CONDITIONS 1843 (14.4) (13.8, 15.0) 

Injection site pain 1065 (8.3) (7.8, 8.8) 
Fatigue 547 (4.3) (3.9, 4.6) 
Pyrexia 418 (3.3) (3.0, 3.6) 
Chills 268 (2.1) (1.8, 2.4) 
Pain 225 (1.8) (1.5, 2.0) 
Asthenia 45 (0.4) (0.3, 0.5) 
Malaise 45 (0.4) (0.3, 0.5) 
Injection site erythema 24 (0.2) (0.1, 0.3) 
Injection site swelling 23 (0.2) (0.1, 0.3) 
Axillary pavi 23 (0.2) (0.1, 0.3) 
Vaccination site pain 10 (0.1) (0.0, 0.1) 
Injeetion site lymphadenopathy 6 (0.0) (0.0, 0.1) 
ImjCtion site pruritus 4 (0.0) (0.0, 0.1) 
Thjection site warmth 4 (0.0) (0.0, 0.1) 
Localised oedema 7 (0.1) (0.0, 0.1) 
Chest pain 5 (0.0) (0.0, 0.1) 
Swelling 4 (0.0) (0.0, 0.1) 
Feeling abnormal 2 (0.0) (0.0, 0.1) 
Injection site bruising 2 (0.0) (0.0, 0.1) 
Injection site mass 4 (0.0) (0.0, 0.1) 
Vaccination site lymphadenopathy 4 (0.0) (0.0, 0.1) 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group Gas 
Administered) 


BNT162Zb2 (30 pg) 


(N&=12834) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
Injection site oedema 3 (0.0) (0.0, 0.1) 
Injection site rash 2 (0.0) (0.0, 0.1) 
Injection site reaction 2 (0.0) (0.0, 0.1) 
Vaccination site swelling 3 (0.0) (0.0, 0.1) 
Chest discomfort 2 (0.0) (0.0, 0.1) 
Facial pain 1 (0.0) (0.0, 0.0) 
Feeling hot 2 (0.0) (0.0, 0.1) 
Inflammation 1 (0.0) (0.0, 0.0) 
Injection site inflammation 2 (0.0) (0.0, 0.1) 
Non-cardiac chest pain 2 (0.0) (0.0, 0.1) 
Vaccination site oedema 2 (0.0) (0.0, 0.1) 
Application site erythema 1 (0.0) (0.0, 0.0) 
Cyst 1 (0.0) (0.0, 0.0) 
Illness 1 (0.0) (0.0, 0.0) 
Influenza like illness 1 (0.0) (0.0, 0.0) 
Injection site discomfort 1 (0.0) (0.0, 0.0) 
Injection site haematoma 1 (0.0) (0.0, 0.0) 
Injection site vesicles 1 (0.0) (0.0, 0.0) 
Injury associated with device 1 (0.0) (0.0, 0.0) 
Oedema peripheral 1 (0.0) (0.0, 0.0) 
Peripheral swelling 1 (0.0) (0.0, 0.0) 
Sensation of foreign be@y 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISORDERS 5 (0.0) (0.0, 0.1) 
Cholecystitis acwiz 2 (0.0) (0.0, 0.1) 
Cholelithiasis 1 (0.0) (0.0, 0.0) 
Cholecystitis 1 (0.0) (0.0, 0.0) 
Hyperbitirubinaemia neonatal 1 (0.0) (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 4 (0.0) (0.0, 0.1) 
Ifamunisation reaction 3 (0.0) (0.0, 0.1) 
Hypersensitivity 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 65 (0.5) (0.4, 0.6) 
Urinary tract infection 13 (0.1) (0.1, 0.2) 
Tooth infection 9 (0.1) (0.0, 0.1) 
Ear infection 4 (0.0) (0.0, 0.1) 
Herpes zoster 2 (0.0) (0.0, 0.1) 
Cellulitis 3 (0.0) (0.0, 0.1) 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group Gas 
Administered) 


BNT162Zb2 (30 pg) 


(N&=12834) 
System Organ Class n’ (%) (95% CI’) 
Preferred Term 
Conjunctivitis 2 (0.0) (0.0, 0.1) 
Appendicitis 3 (0.0) (0.0, 0.1) 
Otitis externa 2 (0.0) (0.0, 0.1) 
Rhinitis 2 (0.0) (0.0, 0.1) 
Sinusitis 3 (0.0) (0.0, 0.1) 
Cystitis 1 (0.0) (0.0, 0.0) 
Gastroenteritis 2 (0.0) (0.0, 0.1) 
Genital herpes 1 (0.0) (0.0, 0.0) 
Localised infection 1 (0.0) (0.0, 0.0) 
Oral herpes 1 (0.0) (0.0, 0.0) 
Syphilis 2 (0.0) (0.0, 0.1) 
Wound infection 2 (0.0) (0.0, 0.1) 
Adenoviral conjunctivitis 1 (0.0) (0.0, 0.0) 
Balanitis candida 1 (0.0) (0.0, 0.0) 
Bartholinitis 1 (0.0) (0.0, 0.0) 
Conjunctivitis bacterial 1 (0.0) (0.0, 0.0) 
Infected cyst 1 (0.0) (0.0, 0.0) 
Nasopharyngitis 1 (0.0) (0.0, 0.0) 
Onychomycosis 1 (0.0) (0.0, 0.0) 
Pneumonia 1 (0.0) (0.0, 0.0) 
Pyelonephritis acute 1 (0.0) (0.0, 0.0) 
Subcutaneous abscess 1 (0.0) (0.0, 0.0) 
Vaginal infection 1 (0.0) (0.0, 0.0) 
Vulvovaginal myéstic infection 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 79 (0.6) (0.5, 0.8) 
Exposure ding pregnancy 30 (0.2) (0.2, 0.3) 
Fall 7 (0.1) (0.0, 0.1) 
Maternal exposure during breast feeding 11 (0.1) (0.0, 0.2) 
Skin laceration 4 (0.0) (0.0, 0.1) 
Animal bite 4 (0.0) (0.0, 0.1) 
Ligament sprain 5 (0.0) (0.0, 0.1) 
Ankle fracture 4 (0.0) (0.0, 0.1) 
Cartilage injury 2 (0.0) (0.0, 0.1) 
Joint injury 2 (0.0) (0.0, 0.1) 
Cervical vertebral fracture 2 (0.0) (0.0, 0.1) 
Foot fracture 1 (0.0) (0.0, 0.0) 
Limb injury 1 (0.0) (0.0, 0.0) 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group Gas 
Administered) 


BNT162Zb2 (30 pg) 


(N&=12834) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
Maternal exposure during pregnancy 2 (0.0) (0.0, 0.1) 
Road traffic accident 1 (0.0) (0.0, 0.0) 
Vaccination complication 2 (0.0) (0.0, 0.1) 
Wound 2 (0.0) (0.0, 0.1) 
Chest injury 1 (0.0) (0.0, 0.0) 
Femur fracture 1 (0.0) (0.0, 0.0) 
Nasal injury 1 (0.0) (0.0, 0.0) 
Overdose 1 (0.0) (0.0, 0.0) 
Skin abrasion 1 (0.0) (0.0, 0.0) 
Stress fracture 1 (0.0) (0.0, 0.0) 
Wound dehiscence 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 46 (0.4) (0.3, 0.5) 
Body temperature increased 43 (0.3) (0.2, 0.5) 
Heart rate increased 2 (0.0) (0.0, 0.1) 
Human papilloma virus test positive 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 11 (0.1) (0.0, 0.2) 
Decreased appetite 6 (0.0) (0.0, 0.1) 
Vitamin D deficiency 3 (0.0) (0.0, 0.1) 
Hypoglycaemia neonatal 1 (0.0) (0.0, 0.0) 
Increased appetite 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AN}*XCONNECTIVE TISSUE DISORDERS 424 (3.3) (3.0, 3.6) 
Myalgia 324 (2.5) (2.3, 2.8) 
Arthralgia 31 (0.2) (0.2, 0.3) 
Pain in extremuy 30 (0.2) (0.2, 0.3) 
Back pain 11 (0.1) (0.0, 0.2) 
Musculosixéletal chest pain 8 (0.1) (0.0, 0.1) 
Neck gain 8 (0.1) (0.0, 0.1) 
Musculoskeletal pain 6 (0.0) (0.0, 0.1) 
Miiscle spasms 2 (0.0) (0.0, 0.1) 
Intervertebral disc protrusion 2 (0.0) (0.0, 0.1) 
Muscle contracture 3 (0.0) (0.0, 0.1) 
Muscular weakness 1 (0.0) (0.0, 0.0) 
Musculoskeletal stiffness 1 (0.0) (0.0, 0.0) 
Synovial cyst 3 (0.0) (0.0, 0.1) 
Tendonitis 1 (0.0) (0.0, 0.0) 
Arthritis 1 (0.0) (0.0, 0.0) 


PFIZER CONFIDENTIAL 


Page 433 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e1 9e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group Gas 
Administered) 


BNT162Zb2 (30 pg) 


(N&=12834) 
System Organ Class n’ (%) (95% CI’) 
Preferred Term 
Axillary mass 2 (0.0) (0.0, 0.1) 
Muscle twitching 2 (0.0) (0.0, 0.1) 
Osteochondritis 2 (0.0) (0.0, 0.1) 
Osteoporosis 1 (0.0) (0.0, 0.0) 
Plantar fasciitis 1 (0.0) (0.0, 0.0) 
Rotator cuff syndrome 1 (0.0) (0.0, 0.0) 
Flank pain 1 (0.0) (0.0, 0.0) 
Musculoskeletal discomfort 1 (0.0) (0.0, 0.0) 
Neck mass 1 (0.0) (0.0, 0.0) 
Painful os peroneum syndrome 1 (0.0) (0.0, 0.0) 
Sjogren's syndrome 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPEGIFIED (INCL CYSTS AND 4 (0.0) (0.0, 0.1) 
POLYPS) 
Adenoma benign 1 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.0) 
Invasive breast carcinoma 1 (0.0) (0.0, 0.0) 
Uterine leiomyoma 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 423 (3.3) (3.0, 3.6) 
Headache 382 (3.0) (2.7, 3.3) 
Dizziness 18 (0.1) (0.1, 0.2) 
Lethargy 6 (0.0) (0.0, 0.1) 
Paraesthesia 4 (0.0) (0.0, 0.1) 
Syncope 2 (0.0) (0.0, 0.1) 
Migraine 5 (0.0) (0.0, 0.1) 
Sciatica 2 (0.0) (0.0, 0.1) 
Hypoaesthesia 3 (0.0) (0.0, 0.1) 
Presyne>pe 2 (0.0) (0.0, 0.1) 
Nerycompression 1 (0.0) (0.0, 0.0) 
Psychomotor hyperactivity 2 (0.0) (0.0, 0.1) 
Somnolence 2 (0.0) (0.0, 0.1) 
Cervical radiculopathy 1 (0.0) (0.0, 0.0) 
Formication 1 (0.0) (0.0, 0.0) 
Hyperaesthesia 1 (0.0) (0.0, 0.0) 
Intracranial aneurysm 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 5 (0.0) (0.0, 0.1) 
Pregnancy 2 (0.0) (0.0, 0.1) 
Abortion spontaneous 1 (0.0) (0.0, 0.0) 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group Gas 
Administered) 


BNT162Zb2 (30 pg) 


(N&=12834) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
Abortion threatened 1 (0.0) (0.0, 0.0) 
Gestational hypertension 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 25 (0.2) (0.1, 0.3) 
Anxiety 13 (0.1) (0.1, 0.2) 
Insomnia 1 (0.0) (0.0, 0.0) 
Depression 2 (0.0) (0.0, 0.1) 
Anxiety disorder 2 (0.0) (0.0, 0.1) 
Attention deficit hyperactivity disorder 2 (0.0) (0.0, 0.1) 
Acute stress disorder 1 (0.0) (0.0, 0.0) 
Emotional distress 1 (0.0) (0.0, 0.0) 
Gender dysphoria 1 (0.0) (0.0, 0.0) 
Generalised anxiety disorder 1 (0.0) (0.0, 0.0) 
Mental fatigue 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 2 (0.0) (0.0, 0.1) 
Pollakiuria 1 (0.0) (0.0, 0.0) 
Trigonitis 1 (0.0) (0.0, 0.0) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 13 (0.1) (0.1, 0.2) 
Intermenstrual bleeding 4 (0.0) (0.0, 0.1) 
Benign prostatic hyperplasia 1 (0.0) (0.0, 0.0) 
Breast pain 1 (0.0) (0.0, 0.0) 
Heavy menstrual bleeding 2 (0.0) (0.0, 0.1) 
Menstrual disorder 2 (0.0) (0.0, 0.1) 
Breast inflammatian 1 (0.0) (0.0, 0.0) 
Menstruation ixrégular 1 (0.0) (0.0, 0.0) 
Nipple exudaté bloody 1 (0.0) (0.0, 0.0) 
Pelvic pain 1 (0.0) (0.0, 0.0) 
RESPIRAFORY, THORACIC AND MEDIASTINAL DISORDERS 18 (0.1) (0.1, 0.2) 
Nasal congestion 5 (0.0) (0.0, 0.1) 
Rhinorrhoea 1 (0.0) (0.0, 0.0) 
Dyspnoea 2 (0.0) (0.0, 0.1) 
Rhinitis allergic 2 (0.0) (0.0, 0.1) 
Cough 1 (0.0) (0.0, 0.0) 
Oropharyngeal pain 2 (0.0) (0.0, 0.1) 
Sinus congestion 2 (0.0) (0.0, 0.1) 
Asthma 1 (0.0) (0.0, 0.0) 
Paranasal sinus discomfort 1 (0.0) (0.0, 0.0) 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group Gas 
Administered) 


BNT162Zb2 (30 pg) 


(N&=12834) 
System Organ Class n (%) (95% CI’) 
Preferred Term 
Upper-airway cough syndrome 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 44 (0.3) (0.2, 0.5) 
Rash 9 (0.1) (0.0, 0.1) 
Hyperhidrosis 7 (0.1) (0.0, 0.1) 
Night sweats 3 (0.0) (0.0, 0.1) 
Urticaria 4 (0.0) (0.0, 0.1) 
Acne 3 (0.0) (0.0, 0.1) 
Erythema 2 (0.0) (0.0, 0.1) 
Pruritus 4 (0.0) (0.0, 0.1) 
Dermatitis contact 1 (0.0) (0.0, 0.0) 
Psoriasis 1 (0.0) (0.0, 0.0) 
Rash maculo-papular 1 (0.0) (0.0, 0.0) 
Skin lesion 1 (0.0) (0.0, 0.0) 
Angioedema 1 (0.0) (0.0, 0.0) 
Cold sweat 1 (0.0) (0.0, 0.0) 
Dermatitis atopic 1 (0.0) (0.0, 0.0) 
Diffuse alopecia 1 (0.0) (0.0, 0.0) 
Photosensitivity reaction 1 (0.0) (0.0, 0.0) 
Pityriasis rosea 1 (0.0) (0.0, 0.0) 
Rash papular 1 (0.0) (0.0, 0.0) 
Skin oedema 1 (0.0) (0.0, 0.0) 
SURGICAL AND MEDICAL PROCEDURES 3 (0.0) (0.0, 0.1) 
Breast conserving, surgery 1 (0.0) (0.0, 0.0) 
Metabolic surgety 1 (0.0) (0.0, 0.0) 
Tooth extraction 1 (0.0) (0.0, 0.0) 
VASCULARWISORDERS 22 (0.2) (0.1, 0.3) 
Hypertension 14 (0.1) (0.1, 0.2) 
Hot'tush 3 (0.0) (0.0, 0.1) 
Essential hypertension 1 (0.0) (0.0, 0.0) 
Flushing 1 (0.0) (0.0, 0.0) 
Lymphoedema 2 (0.0) (0.0, 0.1) 
Varicose vein 1 (0.0) (0.0, 0.0) 
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14.92. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16-55 Years 


Vaccine Group‘(as 
Administered) 


BNT16Zb2Z (30 pg) 
(N&=12834) 
System Organ Class n> (%) (95% CI*) 
Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For'any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4391001_CSR/adae_s130_p23_d3_age 
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14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, b¥ 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group (as 
Administered) 


BNTi82b2 (30 pg) 


(N?=9636) 
System Organ Class n’(%) (95% CI’) 
Preferred Term 
Any adverse event 1400 (14.5) (13.8, 15.2) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 53 (0.6) (0.4, 0.7) 
Lymphadenopathy 46 (0.5) (0.3, 0.6) 
Lymph node pain 1 (0.0) (0.0, 0.1) 
Anaemia 3 (0.0) (0.0, 0.1) 
Iron deficiency anaemia 1 (0.0) (0.0, 0.1) 
Normocytic anaemia 1 (0.0) (0.0, 0.1) 
Splenic vein thrombosis 1 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 16 (0.2) (0.1, 0.3) 
Atrial fibrillation 3 (0.0) (0.0, 0.1) 
Tachycardia 2 (0.0) (0.0, 0.1) 
Ventricular extrasystoles 1 (0.0) (0.0, 0.1) 
Acute coronary syndrome 2 (0.0) (0.0, 0.1) 
Coronary artery disease 2 (0.0) (0.0, 0.1) 
Mitral valve incompetence 1 (0.0) (0.0, 0.1) 
Angina pectoris 1 (0.0) (0.0, 0.1) 
Aortic valve disease 1 (0.0) (0.0, 0.1) 
Arrhythmia 1 (0.0) (0.0, 0.1) 
Bundle branch block left 1 (0.0) (0.0, 0.1) 
Cardiac failure 1 (0.0) (0.0, 0.1) 
Myocardial ischaemia 1 (0.0) (0.0, 0.1) 
Pericardial effusion 1 (0.0) (0.0, 0.1) 
Sinus node dysfitiction 1 (0.0) (0.0, 0.1) 
Supraventricutar tachycardia 1 (0.0) (0.0, 0.1) 
Wolff-Parkinson-White syndrome 1 (0.0) (0.0, 0.1) 
EAR ANBXLABYRINTH DISORDERS 6 (0.1) (0.0, 0.1) 
Vertigo 2 (0.0) (0.0, 0.1) 
Tinnitus 1 (0.0) (0.0, 0.1) 
Cerumen impaction 1 (0.0) (0.0, 0.1) 
Deafness neurosensory 1 (0.0) (0.0, 0.1) 
Ear pain 1 (0.0) (0.0, 0.1) 
ENDOCRINE DISORDERS 3 (0.0) (0.0, 0.1) 
Hypothyroidism 2 (0.0) (0.0, 0.1) 
Hypopituitarism 1 (0.0) (0.0, 0.1) 
EYE DISORDERS 9 (0.1) (0.0, 0.2) 
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14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 
System Organ Class n> (%) (95% CI’) 
Preferred Term 
Cataract 2 (0.0) (0.0, 0.1) 
Conjunctival haemorrhage 1 (0.0) (0.0, 0.1) 
Eye pain 1 (0.0) (0.0, 0.1) 
Keratitis 2 (0.0) (0.0, 0.1) 
Blepharitis 1 (0.0) (0.0, 0.1) 
Epiretinal membrane 1 (0.0) (0.0, 0.1) 
Photophobia 1 (0.0) (0.0, 0.1) 
GASTROINTESTINAL DISORDERS 96 (1.0) (0.8, 1.2) 
Nausea 37 (0.4) (0.3, 0.5) 
Diarrhoea 24 (0.2) (0.2, 0.4) 
Vomiting 16 (0.2) (0.1, 0.3) 
Abdominal pain 1 (0.0) (0.0, 0.1) 
Abdominal pain upper 5 (0.1) (0.0, 0.1) 
Gastritis 2 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhage 3 (0.0) (0.0, 0.1) 
Gastrooesophageal reflux disease 3 (0.0) (0.0, 0.1) 
Constipation 2 (0.0) (0.0, 0.1) 
Dyspepsia 1 (0.0) (0.0, 0.1) 
Dysphagia 2 (0.0) (0.0, 0.1) 
Rectal haemorrhage 2 (0.0) (0.0, 0.1) 
Diverticulum intestinal 1 (0.0) (0.0, 0.1) 
Dry mouth 1 (0.0) (0.0, 0.1) 
Gastric ulcer 1 (0.0) (0.0, 0.1) 
Inguinal hernia 1 (0.0) (0.0, 0.1) 
Large intestin@polyp 1 (0.0) (0.0, 0.1) 
Lip dry 1 (0.0) (0.0, 0.1) 
Lip haemorrhage 1 (0.0) (0.0, 0.1) 
Lip eedema 1 (0.0) (0.0, 0.1) 
Mouth ulceration 1 (0.0) (0.0, 0.1) 
Oesophageal ulcer 1 (0.0) (0.0, 0.1) 
Oesophagitis 1 (0.0) (0.0, 0.1) 
Paraesthesia oral 1 (0.0) (0.0, 0.1) 
Small intestinal obstruction 1 (0.0) (0.0, 0.1) 
Teething 1 (0.0) (0.0, 0.1) 
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS 1080 (11.2) (10.6, 11.9) 
Injection site pain 614 (6.4) (5.9, 6.9) 
Fatigue 311 (3.2) (2.9, 3.6) 
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14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 

System Organ Class n> (%) (95% CI’) 
Preferred Term 
Pyrexia 247 (2.6) (2.3, 2.9) 
Chills 175 (1.8) (1.6, 2.1) 
Pain 127 (1.3) (1.1, 1.6) 
Asthenia 36 (0.4) (0.3, 0.5) 
Malaise 31 (0.3) (0.2, 0.5) 
Injection site erythema 18 (0.2) (0.1, 0.3) 
Injection site swelling 14 (0.1) (0.1, 0.2) 
Axillary pain 3 (0.0) (0.0, 0.1) 
Vaccination site pain 5 (0.1) (0.0, 0.1) 
Injection site lymphadenopathy 5 (0.1) (0.0, 0.1) 
Injection site pruritus 5 (0.1) (0.0, 0.1) 
Injection site warmth 5 (0.1) (0.0, 0.1) 
Chest pain 1 (0.0) (0.0, 0.1) 
Swelling 1 (0.0) (0.0, 0.1) 
Feeling abnormal 2 (0.0) (0.0, 0.1) 
Injection site bruising 2 (0.0) (0.0, 0.1) 
Injection site induration 3 (0.0) (0.0, 0.1) 
Injection site rash 1 (0.0) (0.0, 0.1) 
Injection site reaction 1 (0.0) (0.0, 0.1) 
Facial pain 1 (0.0) (0.0, 0.1) 
Inflammation 1 (0.0) (0.0, 0.1) 
Injection site irritation 2 (0.0) (0.0, 0.1) 
Face oedema 1 (0.0) (0.0, 0.1) 
Gait disturbance 1 (0.0) (0.0, 0.1) 
Injection site nodule 1 (0.0) (0.0, 0.1) 
Thirst 1 (0.0) (0.0, 0.1) 
Vaccination site erythema 1 (0.0) (0.0, 0.1) 
Vaccination site warmth 1 (0.0) (0.0, 0.1) 

HEPAVOBILIARY DISORDERS 6 (0.1) (0.0, 0.1) 
Cholelithiasis 1 (0.0) (0.0, 0.1) 
Alcoholic liver disease 1 (0.0) (0.0, 0.1) 
Biliary colic 1 (0.0) (0.0, 0.1) 
Biliary obstruction 1 (0.0) (0.0, 0.1) 
Hepatic cirrhosis 1 (0.0) (0.0, 0.1) 
Hepatic lesion 1 (0.0) (0.0, 0.1) 
Hepatitis acute 1 (0.0) (0.0, 0.1) 
Jaundice cholestatic 1 (0.0) (0.0, 0.1) 
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14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
IMMUNE SYSTEM DISORDERS 2 (0.0) (0.0, 0.1) 
Immunisation reaction 1 (0.0) (0.0, 0.1) 
Hypersensitivity 1 (0.0) (0.0, 0.1) 
INFECTIONS AND INFESTATIONS 46 (0.5) (0.3, 0.6) 
Urinary tract infection 10 (0.1) (0.0, 0.2) 
Tooth infection 2 (0.0) (0.0, 0.1) 
Ear infection 2 (0.0) (0.0, 0.1) 
Herpes zoster 4 (0.0) (0.0, 0.1) 
Cellulitis 2 (0.0) (0.0, 0.1) 
Conjunctivitis 3 (0.0) (0.0, 0.1) 
Diverticulitis 5 (0.1) (0.0, 0.1) 
Appendicitis 1 (0.0) (0.0, 0.1) 
Otitis externa 1 (0.0) (0.0, 0.1) 
Rhinitis 1 (0.0) (0.0, 0.1) 
Cystitis 1 (0.0) (0.0, 0.1) 
Genital herpes 1 (0.0) (0.0, 0.1) 
Localised infection 1 (0.0) (0.0, 0.1) 
Oral herpes 1 (0.0) (0.0, 0.1) 
Abdominal abscess 1 (0.0) (0.0, 0.1) 
Appendicitis perforated 1 (0.0) (0.0, 0.1) 
Bronchitis 1 (0.0) (0.0, 0.1) 
Complicated appendicitis 1 (0.0) (0.0, 0.1) 
Conjunctivitis viral 1 (0.0) (0.0, 0.1) 
Erysipelas 1 (0.0) (0.0, 0.1) 
Focal peritonifjs 1 (0.0) (0.0, 0.1) 
Fungal skia“infection 1 (0.0) (0.0, 0.1) 
Gastroghteritis norovirus 1 (0.0) (0.0, 0.1) 
Malaria 1 (0.0) (0.0, 0.1) 
Qst¢omyelitis 1 (0.0) (0.0, 0.1) 
Periodontitis 1 (0.0) (0.0, 0.1) 
Postoperative wound infection 1 (0.0) (0.0, 0.1) 
Staphylococcal infection 1 (0.0) (0.0, 0.1) 
Tooth abscess 1 (0.0) (0.0, 0.1) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 25 (0.3) (0.2, 0.4) 
Fall 7 (0.1) (0.0, 0.1) 
Skin laceration 3 (0.0) (0.0, 0.1) 
Animal bite 2 (0.0) (0.0, 0.1) 


PFIZER CONFIDENTIAL 


Page 441 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 
System Organ Class n> (%) (95% CI’) 
Preferred Term 
Joint injury 1 (0.0) (0.0, 0.1) 
Wrist fracture 3 (0.0) (0.0, 0.1) 
Contusion 1 (0.0) (0.0, 0.1) 
Foot fracture 1 (0.0) (0.0, 0.1) 
Limb injury 1 (0.0) (0.0, 0.1) 
Road traffic accident 1 (0.0) (0.0, 0.1) 
Arthropod bite 1 (0.0) (0.0, 0.1) 
Corneal abrasion 1 (0.0) (0.0, 0.1) 
Eye contusion 1 (0.0) (0.0, 0.1) 
Head injury 1 (0.0) (0.0, 0.1) 
Humerus fracture 1 (0.0) (0.0, 0.1) 
Post-traumatic pain 1 (0.0) (0.0, 0.1) 
Radius fracture 1 (0.0) (0.0, 0.1) 
Retinal injury 1 (0.0) (0.0, 0.1) 
Tendon injury 1 (0.0) (0.0, 0.1) 
Vulvovaginal injury 1 (0.0) (0.0, 0.1) 
INVESTIGATIONS 15 (0.2) (0.1, 0.3) 
Body temperature increased 11 (0.1) (0.1, 0.2) 
Cardiac murmur 2 (0.0) (0.0, 0.1) 
Blood urine present 1 (0.0) (0.0, 0.1) 
Cardiac stress test abnornfal 1 (0.0) (0.0, 0.1) 
METABOLISM AND NU'FRITION DISORDERS 13 (0.1) (0.1, 0.2) 
Decreased appetite 5 (0.1) (0.0, 0.1) 
Hypercholestergtaemia 4 (0.0) (0.0, 0.1) 
Dyslipidaemiz 2 (0.0) (0.0, 0.1) 
Gout 1 (0.0) (0.0, 0.1) 
Hypond@itaemia 1 (0.0) (0.0, 0.1) 
MUSCBRLOSKELETAL AND CONNECTIVE TISSUE DISORDERS 222 (2.3) (2.0, 2.6) 
Myalgia 150 (1.6) (1.3, 1.8) 
‘Arthralgia 29 (0.3) (0.2, 0.4) 
Pain in extremity 19 (0.2) (0.1, 0.3) 
Back pain 8 (0.1) (0.0, 0.2) 
Neck pain 1 (0.0) (0.0, 0.1) 
Muscle spasms 3 (0.0) (0.0, 0.1) 
Intervertebral disc protrusion 1 (0.0) (0.0, 0.1) 
Muscular weakness 2 (0.0) (0.0, 0.1) 
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14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 
System Organ Class n (%) (95% CI’) 
Preferred Term 
Musculoskeletal stiffness 2 (0.0) (0.0, 0.1) 
Tendonitis 2 (0.0) (0.0, 0.1) 
Arthritis 1 (0.0) (0.0, 0.1) 
Bursitis 2 (0.0) (0.0, 0.1) 
Osteoarthritis 2 (0.0) (0.0, 0.1) 
Osteoporosis 1 (0.0) (0.0, 0.1) 
Plantar fasciitis 1 (0.0) (0.0, 0.1) 
Rotator cuff syndrome 1 (0.0) (0.0, 0.1) 
Spinal osteoarthritis 2 (0.0) (0.0, 0.1) 
Cervical spinal stenosis 1 (0.0) (0.0, 0.1) 
Costochondritis 1 (0.0) (0.0, 0.1) 
Fibromyalgia 1 (0.0) (0.0, 0.1) 
Greater trochanteric pain syndrome 1 (0.0) (0.0, 0.1) 
Groin pain 1 (0.0) (0.0, 0.1) 
Kyphosis 1 (0.0) (0.0, 0.1) 
Rheumatoid arthritis 1 (0.0) (0.0, 0.1) 
Temporomandibular joint syndrome 1 (0.0) (0.0, 0.1) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 13 (0.1) (0.1, 0.2) 
POLYPS) 
Basal cell carcinoma 4 (0.0) (0.0, 0.1) 
Adenocarcinoma of colon 1 (0.0) (0.0, 0.1) 
Adenocarcinoma pancreas 1 (0.0) (0.0, 0.1) 
Colon cancer 1 (0.0) (0.0, 0.1) 
Endometrial adenotarcinoma 1 (0.0) (0.0, 0.1) 
Gastrointestinaistromal tumour 1 (0.0) (0.0, 0.1) 
Papillary thyroid cancer 1 (0.0) (0.0, 0.1) 
Prostate<cancer 1 (0.0) (0.0, 0.1) 
Renakneoplasm 1 (0.0) (0.0, 0.1) 
Sqtamous cell carcinoma of skin 1 (0.0) (0.0, 0.1) 
ERVOUS SYSTEM DISORDERS 209 (2.2) (1.9, 2.5) 
Headache 177 (1.8) (1.6, 2.1) 
Dizziness 8 (0.1) (0.0, 0.2) 
Lethargy 7 (0.1) (0.0, 0.1) 
Paraesthesia 3 (0.0) (0.0, 0.1) 
Syncope 4 (0.0) (0.0, 0.1) 
Sciatica 3 (0.0) (0.0, 0.1) 
Presyncope 1 (0.0) (0.0, 0.1) 
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14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
Cerebrovascular accident 2 (0.0) (0.0, 0.1) 
Nerve compression 1 (0.0) (0.0, 0.1) 
Tremor 2 (0.0) (0.0, 0.1) 
Carotid arteriosclerosis 1 (0.0) (0.0, 0.1) 
Haemorrhage intracranial 1 (0.0) (0.0, 0.1) 
Hepatic encephalopathy 1 (0.0) (0.0, 0.1) 
Neuropathy peripheral 1 (0.0) (0.0, 0.1) 
Parosmia 1 (0.0) (0.0, 0.1) 
Seizure 1 (0.0) (0.0, 0.1) 
Taste disorder 1 (0.0) (0.0, 0.1) 
Tension headache 1 (0.0) (0.0, 0.1) 
PSYCHIATRIC DISORDERS 18 (0.2) (0.1, 0.3) 
Anxiety 4 (0.0) (0.0, 0.1) 
Insomnia 5 (0.1) (0.0, 0.1) 
Depression 1 (0.0) (0.0, 0.1) 
Disorientation 2 (0.0) (0.0, 0.1) 
Affective disorder 1 (0.0) (0.0, 0.1) 
Alcohol abuse 1 (0.0) (0.0, 0.1) 
Bruxism 1 (0.0) (0.0, 0.1) 
Irritability 1 (0.0) (0.0, 0.1) 
Libido decreased 1 (0.0) (0.0, 0.1) 
Psychiatric decompensation 1 (0.0) (0.0, 0.1) 
RENAL AND URINARY DISORDERS 6 (0.1) (0.0, 0.1) 
Nephrolithiasis 2 (0.0) (0.0, 0.1) 
Calculus bladdér 1 (0.0) (0.0, 0.1) 
Renal cok€ 1 (0.0) (0.0, 0.1) 
Renal pain 1 (0.0) (0.0, 0.1) 
Stress ‘urinary incontinence 1 (0.0) (0.0, 0.1) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 10 (0.1) (0.0, 0.2) 
Benign prostatic hyperplasia 3 (0.0) (0.0, 0.1) 
Breast pain 1 (0.0) (0.0, 0.1) 
Atrophic vulvovaginitis 1 (0.0) (0.0, 0.1) 
Cervical bulla 1 (0.0) (0.0, 0.1) 
Ovarian cyst 1 (0.0) (0.0, 0.1) 
Prostatitis 1 (0.0) (0.0, 0.1) 
Testicular pain 1 (0.0) (0.0, 0.1) 
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14.93. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 

System Organ Class n> (%) (95% CI’) 
Preferred Term 
Uterine polyp 1 (0.0) (0.0, 0.1) 

RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 15 (0.2) (0.1, 0.3) 
Rhinorrhoea 4 (0.0) (0.0, 0.1) 
Dyspnoea 1 (0.0) (0.0, 0.1) 
Rhinitis allergic 1 (0.0) (0.0, 0.1) 
Cough 1 (0.0) (0.0, 0.1) 
Epistaxis 2 (0.0) (0.0, 0.1) 
Dysphonia 1 (0.0) (0.0, 0.1) 
Nasal turbinate hypertrophy 1 (0.0) (0.0, 0.1) 
Pleural effusion 1 (0.0) (0.0, 0.1) 
Sleep apnoea syndrome 1 (0.0) (0.0, 0.1) 
Throat tightness 1 (0.0) (0.0, 0.1) 
Vocal cord polyp 1 (0.0) (0.0, 0.1) 

SKIN AND SUBCUTANEOUS TISSUE DISORDERS 33 (0.3) (0.2, 0.5) 
Rash 6 (0.1) (0.0, 0.1) 
Hyperhidrosis 2 (0.0) (0.0, 0.1) 
Night sweats 4 (0.0) (0.0, 0.1) 
Urticaria 1 (0.0) (0.0, 0.1) 
Acne 1 (0.0) (0.0, 0.1) 
Erythema 2 (0.0) (0.0, 0.1) 
Dermatitis contact 1 (0.0) (0.0, 0.1) 
Alopecia 2 (0.0) (0.0, 0.1) 
Psoriasis 1 (0.0) (0.0, 0.1) 
Rash maculo-pafular 1 (0.0) (0.0, 0.1) 
Skin lesion 1 (0.0) (0.0, 0.1) 
Blister 1 (0.0) (0.0, 0.1) 
Dermatifis 1 (0.0) (0.0, 0.1) 
Diabetic foot 1 (0.0) (0.0, 0.1) 
Ecchymosis 1 (0.0) (0.0, 0.1) 
Hand dermatitis 1 (0.0) (0.0, 0.1) 
Ingrowing nail 1 (0.0) (0.0, 0.1) 
Lichen planus 1 (0.0) (0.0, 0.1) 
Lichen sclerosus 1 (0.0) (0.0, 0.1) 
Pain of skin 1 (0.0) (0.0, 0.1) 
Rash erythematous 1 (0.0) (0.0, 0.1) 
Rash pruritic 1 (0.0) (0.0, 0.1) 
Rosacea 1 (0.0) (0.0, 0.1) 
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Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg)-4% 
Part of Protocol Amendment 18 — Booster Safety Population Age Group: >55 Years 


Vaccine Group@as 
Administered) 


BNT16Zb2 (30 pg) 


(N?=9636) 

System Organ Class n? (%) (95% CI°) 
Preferred Term 

SURGICAL AND MEDICAL PROCEDURES 4 (0.0) (0.0, 0.1) 
Breast conserving surgery 1 (0.0) (0.0, 0.1) 
Cataract operation 1 (0.0) (0.0, 0.1) 
Knee arthroplasty 1 (0.0) (0.0, 0.1) 
Meniscus operation 1 (0.0) (0.0, 0.1) 

VASCULAR DISORDERS 21 (0.2) (0.1, 0.3) 
Hypertension 15 (0.2) (0.1, 0.3) 
Essential hypertension 1 (0.0) (0.0, 0.1) 
Flushing 1 (0.0) (0.0, 0.1) 
Aneurysm 1 (0.0) (0.0, 0.1) 
Aortic aneurysm 1 (0.0) (0.0, 0.1) 
Aortic arteriosclerosis 1 (0.0) (0.0, 0.1) 
Arteriosclerosis 1 (0.0) (0.0, 0.1) 
Hypotension 1 (0.0) (0.0, 0.1) 
Peripheral vascular disorder 1 (0.0) (0.0, 0.1) 
Venous thrombosis limb 1 (0.0) (0.0, 0.1) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the spécified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based efthe Clopper and Pearson method. 

PFIZER CONFIDENTIAL STM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_age 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=689) (N*=18869) 
System Organ Class n> (%) (95% CI‘) Bw (%) (95% CI‘) 
Preferred Term 
Any adverse event 123 (17.9) (15.1, 209) 3117(16.5) = (16.0, 17.1) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 5 (0.7) (0.291.7) 288 (1.5) (1.4, 1.7) 
Lymphadenopathy 5 (0.7) (0:2, 1.7) 276 (1.5) (1.3, 1.6) 
Lymph node pain 0 (0.0, 0.5) 8 (0.0) (0.0, 0.1) 
Anaemia 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Tron deficiency anaemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Normocytic anaemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Splenic vein thrombosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 1 (0.1) (0.0, 0.8) 25 (0.1) (0.1, 0.2) 
Palpitations 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Atrial fibrillation 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Tachycardia 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Ventricular extrasystoles 1 (0.1) (0.0, 0.8) 2 (0.0) (0.0, 0.0) 
Acute coronary syndrome 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Coronary artery disease 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Mitral valve incompetence 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Angina pectoris 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aortic valve disease 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Arrhythmia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Atrioventricular block 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Bradycardia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Bundle branch blecMeft 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Bundle branch bYock right 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cardiac failute 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Myocardiai) ischaemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Myocatiaitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Peri€ardial effusion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Stnus node dysfunction 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Wolff-Parkinson-White syndrome 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.5) 14 (0.1) (0.0, 0.1) 
Vertigo 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Tinnitus 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Cerumen impaction 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Deafness 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N?=18869) 
System Organ Class n’ (%) (95% CI*) Bn? (%) (95% CI*) 
Preferred Term 
Deafness neurosensory 0 (0.0, OS) 1 (0.0) (0.0, 0.0) 
Ear discomfort 0 (0.0,.0:5) 1 (0.0) (0.0, 0.0) 
Ear pain 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 
Middle ear effusion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vertigo positional 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
ENDOCRINE DISORDERS 0 (0.0, 0.5) 7 (0.0) (0.0, 0.1) 
Hypothyroidism 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Autoimmune thyroiditis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Hypopituitarism 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Secondary hyperthyroidism 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 0 (0.0, 0.5) 11 (0.1) (0.0, 0.1) 
Cataract 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Conjunctival haemorrhage 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Eye pain 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Keratitis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Blepharitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Epiretinal membrane 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Photophobia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 10 (1.5) (0.7, 2.7) 189 (1.0) (0.9, 1.2) 
Nausea 7 (1.0) (0.4, 2.1) 87 (0.5) (0.4, 0.6) 
Diarrhoea 0 (0.0, 0.5) 53 (0.3) (0.2, 0.4) 
Vomiting 5 (0.7) (0.2, 1.7) 32 (0.2) (0.1, 0.2) 
Abdominal pain! 1 (0.1) (0.0, 0.8) 5 (0.0) (0.0, 0.1) 
Abdominal pai upper 1 (0.1) (0.0, 0.8) 4 (0.0) (0.0, 0.1) 
Gastritis 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Gastromtestinal haemorrhage 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Gas@doesophageal reflux disease 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Gonstipation 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Dyspepsia 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Dysphagia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Rectal haemorrhage 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Abdominal discomfort 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Anogenital dysplasia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Colitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Dental caries 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Diverticulum intestinal 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 

Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


System Organ Class 
Preferred Term 


Dry mouth 

Food poisoning 

Gastric ulcer 
Haemorrhoids 

Inguinal hernia 

Large intestine polyp 
Lip dry 

Lip haemorrhage 

Lip oedema 

Mouth ulceration 
Oesophageal ulcer 
Oesophagitis 

Oral mucosal blistering 
Retching 

Small intestinal obstruction 
Teething 

Tooth impacted 
Volvulus 


GENERAL DISORDERS AND@YDMINISTRATION SITE 


CONDITIONS 
Injection site pain 
Fatigue 
Pyrexia 
Chills 
Pain 
Asthenia 
Malaise 
Inyestion site erythema 
Injection site swelling 
Axillary pain 
Vaccination site pain 
Injection site lymphadenopathy 
Injection site pruritus 
Injection site warmth 
Localised oedema 
Chest pain 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N?=689) 


n> (%) 


ooo ccoococlcm_nNmUCOOUfmuoCOmcCUCOCOmcCUCcCOCOmcUCcCCUcrCOCLc Oo 


Co 


103 (14.9) 


52 (7.5) 

48 (7.0) 

26 (3.8) 

16 (2.3) 

18 (2.6) 
0 

1 (0.1) 

4 (0.6) 
0 

1 (0.1) 
0 


cose I <> SG <> el oo a 
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(95% CI‘) 


(0.0, 025) 
(0.0;0°5) 
(0, 0.5) 
70.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 


(12.4, 17.8) 


(5.7, 9.8) 
(5.2, 9.1) 
(2.5, 5.5) 
(13:37) 
(1.6, 4.1) 
(0.0, 0.5) 
(0.0, 0.8) 
(0.2, 1.5) 
(0.0, 0.5) 
(0.0, 0.8) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 


>16 Years 
(N*=18869) 
Bw (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2338 (12.4) (11.9, 12.9) 
1296 (6.9) (6.5, 7.2) 
687 (3.6) (3.4, 3.9) 
560 (3.0) (2.7, 3.2) 
378 (2.0) (1.8, 2.2) 
298 (1.6) (1.4, 1.8) 
76 (0.4) (0.3, 0.5) 
57 (0.3) (0.2, 0.4) 
37 (0.2) (0.1, 0.3) 
31 (0.2) (0.1, 0.2) 
23 (0.1) (0.1, 0.2) 
12 (0.1) (0.0, 0.1) 
9 (0.0) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N?=18869) 
System Organ Class n’ (%) (95% CI*) n? (%) (95% CI) 
Preferred Term 
Swelling 0 (0.0, O28) 5 (0.0) (0.0, 0.1) 
Feeling abnormal 0 (0.0,.0:5) 4 (0.0) (0.0, 0.1) 
Injection site bruising 0 (@0, 0.5) 3 (0.0) (0.0, 0.0) 
Injection site mass 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Vaccination site lymphadenopathy 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Injection site induration 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Injection site oedema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Injection site rash 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Injection site reaction 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Vaccination site swelling 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Chest discomfort 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Facial pain 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Feeling hot 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Inflammation 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Injection site inflammation 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Injection site irritation 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Non-cardiac chest pain 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Application site erythema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cyst 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Face oedema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Gait disturbance 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Illness 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Influenza like illnéss 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Injection site haematoma 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Injection site,vesicles 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Sensation of foreign body 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Thirst 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vageination site erythema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vaccination site warmth 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
I4EPATOBILIARY DISORDERS 0 (0.0, 0.5) 10 (0.1) (0.0, 0.1) 
Cholecystitis acute 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cholelithiasis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Alcoholic liver disease 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Biliary colic 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Biliary obstruction 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cholecystitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N*=18869) 
System Organ Class n’ (%) (95% CI) n? (%) (95% CI) 
Preferred Term 
Hepatic cirrhosis 0 (0.0, O28) 1 (0.0) (0.0, 0.0) 
Hepatic lesion 0 (0.0,.0:5) 1 (0.0) (0.0, 0.0) 
Hepatitis acute 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 
Hyperbilirubinaemia neonatal 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Jaundice cholestatic 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Immunisation reaction 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Hypersensitivity 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 0 (0.0, 0.5) 100 (0.5) (0.4, 0.6) 
Urinary tract infection 0 (0.0, 0.5) 20 (0.1) (0.1, 0.2) 
Tooth infection 0 (0.0, 0.5) 11 (0.1) (0.0, 0.1) 
Ear infection 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Herpes zoster 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Cellulitis 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Conjunctivitis 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Diverticulitis 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Appendicitis 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Otitis externa 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Rhinitis 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Sinusitis 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Cystitis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Gastroenteritis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Genital herpes 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Localised infeotion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Oral herpes 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Syphilis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Wound infection 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Abdominal abscess 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Balanitis candida 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Bartholinitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Bronchitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Complicated appendicitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Conjunctivitis bacterial 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Conjunctivitis viral 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Erysipelas 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N?=689) (N?=18869) 
System Organ Class n’ (%) (95% CI*) Bn? (%) (95% CI*) 
Preferred Term 
Focal peritonitis 0 (0.0, OS) 1 (0.0) (0.0, 0.0) 
Fungal skin infection 0 (0.0,.0:5) 1 (0.0) (0.0, 0.0) 
Gastroenteritis norovirus 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 
Infected cyst 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Malaria 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Nasopharyngitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Onychomycosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Osteomyelitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Periodontitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Postoperative wound infection 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Pyelonephritis acute 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Staphylococcal infection 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Tooth abscess 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vaginal infection 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vulvovaginal mycotic infection 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL 3 (0.4) (0.1, 1.3) 80 (0.4) (0.3, 0.5) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 0.5) 20 (0.1) (0.1, 0.2) 
Fall 0 (0.0, 0.5) 13 (0.1) (0.0, 0.1) 
Maternal exposure during bréast feeding 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Skin laceration 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Animal bite 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Ligament sprain 1 (0.1) (0.0, 0.8) 4 (0.0) (0.0, 0.1) 
Ankle fracture. 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Cartilage inpury 1 (0.1) (0.0, 0.8) 2 (0.0) (0.0, 0.0) 
Joint injury 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Wristcracture 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Cepvical vertebral fracture 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Contusion 1 (0.1) (0.0, 0.8) 1 (0.0) (0.0, 0.0) 
Limb injury 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Road traffic accident 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vaccination complication 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Wound 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Arthropod bite 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Chest injury 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Corneal abrasion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N?=18869) 
System Organ Class n’ (%) (95% CI*) Bn? (%) (95% CI) 
Preferred Term 
Eye contusion 0 (0.0, O28) 1 (0.0) (0.0, 0.0) 
Femur fracture 0 (0.0,.0:5) 1 (0.0) (0.0, 0.0) 
Humerus fracture 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 
Nasal injury 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Overdose 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Post-traumatic pain 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Radius fracture 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Retinal injury 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Skin abrasion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Stress fracture 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Tendon injury 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vulvovaginal injury 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Wound dehiscence 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 0 (0.0, 0.5) 49 (0.3) (0.2, 0.3) 
Body temperature increased 0 (0.0, 0.5) 42 (0.2) (0.2, 0.3) 
Cardiac murmur 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Heart rate increased 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Blood urine present 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cardiac stress test abnormal 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Human papilloma virus tes*positive 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NU@RITION DISORDERS 0 (0.0, 0.5) 18 (0.1) (0.1, 0.2) 
Decreased appetite 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Hypercholesteraldémia 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Vitamin D deficiency 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Dyslipidaenia 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Gout 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hypeglycaemia neonatal 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hyponatraemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 17 (2.5) (1.4, 3.9) 543 (2.9) (2.6, 3.1) 
DISORDERS 
Myalgia 12 (1.7) (0.9, 3.0) 389 (2.1) (1.9, 2.3) 
Arthralgia 0 (0.0, 0.5) 54 (0.3) (0.2, 0.4) 
Pain in extremity 6 (0.9) (0.3, 1.9) 44 (0.2) (0.2, 0.3) 
Back pain 0 (0.0, 0.5) 18 (0.1) (0.1, 0.2) 
Musculoskeletal chest pain 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Neck pain 0 (0.0, 0.5) 9 (0.0) (0.0, 0.1) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N*=18869) 
System Organ Class n’ (%) (95% CI) n? (%) (95% CI) 
Preferred Term 
Musculoskeletal pain 0 (0.0, O28) 6 (0.0) (0.0, 0.1) 
Muscle spasms 0 (0.0,.0:5) 4 (0.0) (0.0, 0.1) 
Intervertebral disc protrusion 0 (@0, 0.5) 3 (0.0) (0.0, 0.0) 
Muscle contracture 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Muscular weakness 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Musculoskeletal stiffness 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Synovial cyst 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Tendonitis 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Arthritis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Axillary mass 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Bursitis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Muscle twitching 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Osteoarthritis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Osteochondritis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Osteoporosis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Plantar fasciitis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Rotator cuff syndrome 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Spinal osteoarthritis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Cervical spinal stenosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Costochondritis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Flank pain 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Greater trochanteric, fain syndrome 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Groin pain 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Kyphosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Musculoskeletal discomfort 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Neck mass 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Painfatos peroneum syndrome 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Rhkenmatoid arthritis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Sjogren's syndrome 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Temporomandibular joint syndrome 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND 0 (0.0, 0.5) 15 (0.1) (0.0, 0.1) 
UNSPECIFIED (INCL CYSTS AND POLYPS) 
Basal cell carcinoma 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Adenocarcinoma of colon 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma pancreas 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Adenoma benign 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N*=18869) 
System Organ Class n> (%) (95% CI) n? (%) (95% CI) 
Preferred Term 
Colon cancer 0 (0.0, O28) 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 0 (0.0,.0:5) 1 (0.0) (0.0, 0.0) 
Gastrointestinal stromal tumour 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Prostate cancer 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Renal neoplasm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Squamous cell carcinoma of skin 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Uterine leiomyoma 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 40 (5.8) (4.2, 7.8) 517 (2.7) (2.5, 3.0) 
Headache 38 (5.5) (3.9, 7.5) 452 (2.4) (2.2, 2.6) 
Dizziness 1 (0.1) (0.0, 0.8) 25 (0.1) (0.1, 0.2) 
Lethargy 0 (0.0, 0.5) 11 (0.1) (0.0, 0.1) 
Paraesthesia 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Syncope 1 (0.1) (0.0, 0.8) 6 (0.0) (0.0, 0.1) 
Migraine 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Sciatica 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Hypoaesthesia 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Presyncope 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Cerebrovascular accident 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Nerve compression 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Psychomotor hyperactivity 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Somnolence 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Tremor 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Carotid arterios¢lerosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cervical ra@iculopathy 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Formication 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hepattt encephalopathy 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hy@eraesthesia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Intracranial aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Parosmia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Seizure 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Taste disorder 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
CONDITIONS 
Pregnancy 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Abortion threatened 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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System Organ Class 
Preferred Term 


Gestational hypertension 


PSYCHIATRIC DISORDERS 
Anxiety 
Insomnia 
Depression 
Anxiety disorder 
Attention deficit hyperactivity disorder 
Disorientation 
Nightmare 
Acute stress disorder 
Affective disorder 
Bruxism 
Emotional distress 
Gender dysphoria 
Generalised anxiety disorder 
Irritability 
Libido decreased 
Major depression 
Psychiatric decompensation 
Suicidal ideation 
Suicide attempt 

RENAL AND URINARY DISORDERS 
Nephrolithiasis 
Calculus bladder 
Pollakiuria 
Renal clic 
Stressuirinary incontinence 


Teigonitis 


REPRODUCTIVE SYSTEM AND BREAST DISORDERS 


Intermenstrual bleeding 
Benign prostatic hyperplasia 
Breast pain 

Heavy menstrual bleeding 
Menstrual disorder 
Atrophic vulvovaginitis 


Breast inflammation 


Page 456 


BNT162b2 (30 pg) 


12-15 Years 
(N?*=689) 
n> (%) (95% CI‘) 
0 (0.0, OS) 
7 (1.0) (0.42.1) 
3 (0.4) fO.1, 1.3) 
1 (0.1) (0.0, 0.8) 
2 (0.3) (0.0, 1.0) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
1 (0.1) (0.0, 0.8) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
1 (0.1) (0.0, 0.8) 
0 (0.0, 0.5) 
1 (0.1) (0.0, 0.8) 
1 (0.1) (0.0, 0.8) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
2 (0.3) (0.0, 1.0) 
1 (0.1) (0.0, 0.8) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
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>16 Years 
(N*=18869) 

Bw (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
40 (0.2) (0.2, 0.3) 
16 (0.1) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 

0 (0.0, 0.0) 
7 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
18 (0.1) (0.1, 0.2) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N?=18869) 
System Organ Class n’ (%) (95% CI*) n? (%) (95% CI) 
Preferred Term 
Cervical bulla 0 (0.0, O28) 1 (0.0) (0.0, 0.0) 
Dysmenorrhoea 1 (0.1) (0.0,.0:8) 0 (0.0, 0.0) 
Nipple exudate bloody 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 
Ovarian cyst 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Pelvic pain 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Prostatitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Uterine polyp 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL (0.1) (0.0, 0.8) 26 (0.1) (0.1, 0.2) 
DISORDERS 
Nasal congestion 1 (0.1) (0.0, 0.8) 4 (0.0) (0.0, 0.1) 
Rhinorrhoea 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Dyspnoea 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Rhinitis allergic 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Epistaxis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Oropharyngeal pain 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Sinus congestion 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Dysphonia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Nasal turbinate hypertrophy 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Paranasal sinus discomfort 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Pleural effusion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Sleep apnoea syndrome 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Throat tightness 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Upper-airway cough syndrome 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBG@TANEOUS TISSUE DISORDERS 2 (0.3) (0.0, 1.0) 66 (0.3) (0.3, 0.4) 
Rash 0 (0.0, 0.5) 12 (0.1) (0.0, 0.1) 
Hyperhidrosis 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
NightSweats 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Urticaria 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Acne 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Erythema 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Pruritus 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Dermatitis contact 1 (0.1) (0.0, 0.8) 2 (0.0) (0.0, 0.0) 
Alopecia 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Psoriasis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Rash maculo-papular 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Skin lesion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years =16 Years 
(N*=689) (N?=18869) 
System Organ Class n’ (%) (95% CI*) n? (%) (95% CI) 
Preferred Term 
Angioedema 0 (0.0, O28) 1 (0.0) (0.0, 0.0) 
Blister 0 (0.0,.0:5) 1 (0.0) (0.0, 0.0) 
Cold sweat 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 
Dermatitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Dermatitis atopic 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Diabetic foot 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Diffuse alopecia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Ecchymosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hand dermatitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Ingrowing nail 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Lichen sclerosus 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Pain of skin 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Photosensitivity reaction 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Pityriasis rosea 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Rash erythematous 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Rash papular 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Rash pruritic 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Rosacea 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Sensitive skin 1 (0.1) (0.0, 0.8) 0 (0.0, 0.0) 
Skin oedema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
SURGICAL AND MEDIGAL PROCEDURES 1 (0.1) (0.0, 0.8) 5 (0.0) (0.0, 0.1) 
Breast conserving sukgery 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Cataract operatios: 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Knee arthroplasty 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Meniscus o#eration 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Oral surgery 1 (0.1) (0.0, 0.8) 0 (0.0, 0.0) 
VASCUDAR DISORDERS 0 (0.0, 0.5) 38 (0.2) (0.1, 0.3) 
Hypertension 0 (0.0, 0.5) 26 (0.1) (0.1, 0.2) 
Hot flush 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Essential hypertension 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Flushing 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Lymphoedema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aortic arteriosclerosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Arteriosclerosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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14.94. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=689) (N*=18869) 
System Organ Class n> (%) (95% CI‘) Bw (%) (95% CI‘) 
Preferred Term 
Peripheral vascular disorder 0 (0.0, OS) 1 (0.0) (0.0, 0.0) 
Varicose vein 0 (0.0,.0:5) 1 (0.0) (0.0, 0.0) 


Venous thrombosis limb 0 (@0, 0.5) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

Note: All others = American Indian or Alaska native, Asian, Native Hawatiav or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence eMhe ssecified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event: 

c. Exact 2-sided CI, based on the Clopper and Pearsornethe® 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 28APR2023) Output Fite: ./nda@2_unblinded/C4591001_CSR/adae_s130_p23_d3_race 
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14.95. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, b¥ 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: Black or African 


American 


Vaccine Group (as Administered) 


BNT162b2 (3032) 


12-15 Years 
(N?=38) 
System Organ Class n’(%) (95% CIS 
Preferred Term 
Any adverse event 5 (13.2) 4%, 28.1) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 0 (0.0, 9.3) 
Lymphadenopathy 0 (0.0, 9.3) 
Hypochromic anaemia 0 (0.0, 9.3) 
CARDIAC DISORDERS 0 (0.0, 9.3) 
Palpitations 0 (0.0, 9.3) 
Atrial fibrillation 0 (0.0, 9.3) 
Coronary artery disease 0 (0.0, 9.3) 
Mitral valve incompetence 0 (0.0, 9.3) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 9.3) 
Tympanic membrane perforation 0 (0.0, 9.3) 
GASTROINTESTINAL DISORDERS 0 (0.0, 9.3) 
Nausea 0 (0.0, 9.3) 
Diarrhoea 0 (0.0, 9.3) 
Vomiting 0 (0.0, 9.3) 
Abdominal pain upper 0 (0.0, 9.3) 
GENERAL DISORDERS ANKXADMINISTRATION SITE 3(7.9) (1.7, 21.4) 
CONDITIONS 
Injection site pain 2 (5.3) (0.6, 17.7) 
Fatigue 1 (2.6) (0.1, 13.8) 
Pyrexia 0 (0.0, 9.3) 
Chills 1(2.6) = (0.1, 13.8) 
Pain 1(2.6) = (0.1, 13.8) 
Asthenia 0 (0.0, 9.3) 
Malaise 0 (0.0, 9.3) 
Injection site erythema 0 (0.0, 9.3) 
Injection site swelling 0 (0.0, 9.3) 
Vaccination site pain 0 (0.0, 9.3) 
Injection site lymphadenopathy 0 (0.0, 9.3) 
Injection site pruritus 0 (0.0, 9.3) 
Vaccination site lymphadenopathy 0 (0.0, 9.3) 
Injection site rash 0 (0.0, 9.3) 
Vaccination site swelling 0 (0.0, 9.3) 
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216 Years 
(N?=1962) 
n? (%) (95% CI‘) 
269 (13.7) = (12.2, 15.3) 
29 (1.5) (1.0, 2.1) 
28 (1.4) (1.0, 2.1) 
1 (0.1) (0.0, 0.3) 
3 (0.2) (0.0, 0.4) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
7 (0.4) (0.1, 0.7) 
3 (0.2) (0.0, 0.4) 
3 (0.2) (0.0, 0.4) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
212 (10.8) (9.5, 12.3) 
148 (7.5) (6.4, 8.8) 
37 (1.9) (1.3, 2.6) 
37 (1.9) (1.3, 2.6) 
17 (0.9) (0.5, 1.4) 
19 (1.0) (0.6, 1.5) 
2 (0.1) (0.0, 0.4) 
8 (0.4) (0.2, 0.8) 
2 (0.1) (0.0, 0.4) 
4 (0.2) (0.1, 0.5) 
2 (0.1) (0.0, 0.4) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
1 (0.1) (0.0, 0.3) 
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14.95. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: Black or African 
American 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=38) (N*=1962) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Chest discomfort 0 (OAY9.3) 1 (0.1) (0.0, 0.3) 
Inflammation 0 (9.0, 9.3) 1 (0.1) (0.0, 0.3) 
Injection site irritation 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Vaccination site oedema 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
Oedema peripheral 6 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Peripheral swelling 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
HEPATOBILIARY DISORDERS 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Cholecystitis acute 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
IMMUNE SYSTEM DISORDERS 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Immunisation reaction 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
INFECTIONS AND INFESTATIONS 0 (0.0, 9.3) 7 (0.4) (0.1, 0.7) 
Urinary tract infection 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
Herpes zoster 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Localised infection 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Syphilis 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Pneumonia 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Subcutaneous abscess 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
INJURY, POISONING AND RROCEDURAL 0 (0.0, 9.3) 10 (0.5) (0.2, 0.9) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 9.3) 5 (0.3) (0.1, 0.6) 
Fall 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Maternal exposu¢eé during breast feeding 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
Ligament sprain 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Foot fractape 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Road ttaftic accident 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
INVESSIGATIONS 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
Body temperature increased 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
METABOLISM AND NUTRITION DISORDERS 0 (0.0, 9.3) 3 (0.2) (0.0, 0.4) 
Decreased appetite 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
Increased appetite 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 1(2.6) = (0.1, 13.8) 36 (1.8) (1.3, 2.5) 
DISORDERS 
Myalgia 0 (0.0, 9.3) 26 (1.3) (0.9, 1.9) 
Arthralgia 0 (0.0, 9.3) 3 (0.2) (0.0, 0.4) 
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14.95. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: Black or African 
American 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=38) (N*=1962) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI‘) 
Preferred Term 
Pain in extremity 0 (OAY9.3) 2 (0.1) (0.0, 0.4) 
Back pain 0 (9.0, 9.3) 1 (0.1) (0.0, 0.3) 
Musculoskeletal chest pain 1 (2.6) (0.1, 13.8) 2 (0.1) (0.0, 0.4) 
Synovial cyst 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Arthritis .) (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Fibromyalgia 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIRIED 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
(INCL CYSTS AND POLYPS) 
Intraductal proliferative breast lesion 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
NERVOUS SYSTEM DISORDERS 1(2.6) = (0.1, 13.8) 35 (1.8) (1.2, 2.5) 
Headache 1(2.6) = (0.1, 13.8) 29 (1.5) (1.0, 2.1) 
Lethargy 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
Sciatica 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Tremor 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Haemorrhage intracranial 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Neuropathy peripheral 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Tension headache 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
PSYCHIATRIC DISORDERS 1(2.6) = (0.1, 13.8) 2 (0.1) (0.0, 0.4) 
Anxiety 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Depression 1 (2.6) (0.1, 13.8) 0 (0.0, 0.2) 
Aggression 1 (2.6) (0.1, 13.8) 0 (0.0, 0.2) 
Alcohol abuse 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
RENAL AND URINARY DISORDERS 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Renal pai 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
REPRODVETIVE SYSTEM AND BREAST DISORDERS 0 (0.0, 9.3) 2 (0.1) (0.0, 0.4) 
Breast pain 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Testicular pain 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0, 9.3) 3 (0.2) (0.0, 0.4) 
DISORDERS 
Nasal congestion 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Rhinorrhoea 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Epistaxis 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 0 (0.0, 9.3) 4 (0.2) (0.1, 0.5) 
Hyperhidrosis 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
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14.95. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: Black or African 
American 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 

(N?=38) (N*=1962) 
System Organ Class n’(%) (95% CI) n? (%) (95% CI‘) 

Preferred Term 

Urticaria 0 (OAS9.3) 1 (0.1) (0.0, 0.3) 
Pruritus 0 (9.0, 9.3) 1 (0.1) (0.0, 0.3) 
Skin lesion 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
SURGICAL AND MEDICAL PROCEDURES 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Metabolic surgery 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
VASCULAR DISORDERS 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Hypertension 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 


Note: MedDRA (v25.1) coding dictionary applied. 

Note: All others = American Indian or Alaska nativeAsians-Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects in the specified group. Thifs value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least4 occurence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adyerse event. 

c. Exact 2-sided CI, based on the Clopper and-Pearson method. 

PFIZER CONFIDENTIAL SDTM Creations t}0MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 283APR2023)Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_race 
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14.96. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, b¥ 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: All Others 


Vaccine Group (as Administered) 


BNT162b2 (30 1g) 


12-15 Years 216 Years 
(N*=98) (N*=1639) 
System Organ Class n’(%) (95% CI) n’(%) (95% CI) 
Preferred Term 
Any adverse event 25 (25.5) (17.4935.3)  432(26.4) = (24.2, 28.6) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 3 3.1) (0.6, 8.7) 43 (2.6) (1.9, 3.5) 
Lymphadenopathy 3 (3.1) (0.6, 8.7) 43 (2.6) (1.9, 3.5) 
Lymph node pain 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
CARDIAC DISORDERS 4) (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Palpitations 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
EYE DISORDERS 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Cataract 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Dry eye 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Retinal degeneration 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
GASTROINTESTINAL DISORDERS 2 (2.0) (0.2, 7.2) 7 (0.4) (0.2, 0.9) 
Nausea 2 (2.0) (0.2, 7.2) 3 (0.2) (0.0, 0.5) 
Diarrhoea 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Abdominal pain 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Dysphagia 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Paraesthesia oral 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 


GENERAL DISORDERS AND ADMINISTRATION SITE 24 (24.5) (16.4, 34.2) = 373 (22.8) = (20.7, 24.9) 
CONDITIONS 


Injection site pain 12 (12.2) (6.5, 20.4) 235 (14.3) = (12.7, 16.1) 
Fatigue 12(12.2) = (6.5, 20.4) 134 (8.2) (6.9, 9.6) 
Pyrexia 2 (2.0) (0.2, 7.2) 68 (4.1) (3.2, 5.2) 
Chills 5 (5.1) (1.7, 11.5) 48 (2.9) (2.2, 3.9) 
Pain 5 (5.1) (1.7, 11.5) 35 (2.1) (1.5, 3.0) 
Asthenia 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Malaise 2 (2.0) (0.2, 7.2) 11 (0.7) (0.3, 1.2) 
Injgotion site erythema 1 (1.0) (0.0, 5.6) 3 (0.2) (0.0, 0.5) 
Injection site swelling 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
Axillary pain 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Vaccination site pain 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Injection site lymphadenopathy 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Injection site pruritus 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Injection site warmth 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
Chest pain 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Injection site bruising 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
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14.96. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: All Others 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=98) (N*=1639) 
System Organ Class n’(%) (95% CI°) n? (%) (95% CI’) 
Preferred Term 
Vaccination site lymphadenopathy 0 (0.0, 3x7) 1 (0.1) (0.0, 0.3) 
Injection site induration 0 (0.03.7) 1 (0.1) (0.0, 0.3) 
Injection site oedema 0 (0:0, 3.7) 2 (0.1) (0.0, 0.4) 
Injection site discomfort 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Injection site nodule 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Injury associated with device 0, (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
INFECTIONS AND INFESTATIONS L(1.0) (0.0, 5.6) 4 (0.2) (0.1, 0.6) 
Urinary tract infection 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Herpes zoster 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Cellulitis 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Abscess jaw 1 (1.0) (0.0, 5.6) 0 (0.0, 0.2) 
Adenoviral conjunctivitis 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
INJURY, POISONING AND PROCEDURAL 1 (1.0) (0.0, 5.6) 14 (0.9) (0.5, 1.4) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 3.7) 5 (0.3) (0.1, 0.7) 
Fall 1 (1.0) (0.0, 5.6) 0 (0.0, 0.2) 
Maternal exposure during breast feeding 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Skin laceration 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Foot fracture 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Limb injury 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Maternal exposure during pregnancy 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
Forearm fracture 1 (1.0) (0.0, 5.6) 0 (0.0, 0.2) 
Head injury 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
INVESTIGATIONS 0 (0.0, 3.7) 10 (0.6) (0.3, 1.1) 
Body temperature increased 0 (0.0, 3.7) 10 (0.6) (0.3, 1.1) 
METABO®GISM AND NUTRITION DISORDERS 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Decfeased appetite 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
MUS@ULOSKELETAL AND CONNECTIVE TISSUE 1 (1.0) (0.0, 5.6) 67 (4.1) (3.2, 5.2) 
D&SSORDERS 
Myalgia 1 (1.0) (0.0, 5.6) 59 (3.6) (2.8, 4.6) 
Arthralgia 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Pain in extremity 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Musculoskeletal chest pain 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Muscle spasms 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Axillary mass 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
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14.96. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: All Others 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=98) (N*=1639) 
System Organ Class n’(%) (95% CI°) n? (%) (95% CI’) 
Preferred Term 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED 0 (0.0, 337) 1 (0.1) (0.0, 0.3) 
(INCL CYSTS AND POLYPS) 
Invasive breast carcinoma 0 (8.0, 3.7) 1 (0.1) (0.0, 0.3) 
NERVOUS SYSTEM DISORDERS 8 (8.2) (3.6, 15.5) 80 (4.9) (3.9, 6.0) 
Headache 8 (8.2) (3.6, 15.5) 78 (4.8) (3.8, 5.9) 
Dizziness 11 (0.0, 5.6) 1 (0.1) (0.0, 0.3) 
Paraesthesia 8 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
PREGNANCY, PUERPERIUM AND PERINATAL 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
CONDITIONS 
Pregnancy 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Abortion spontaneous 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
PSYCHIATRIC DISORDERS 1 (1.0) (0.0, 5.6) 1 (0.1) (0.0, 0.3) 
Nightmare 1 (1.0) (0.0, 5.6) 0 (0.0, 0.2) 
Mental fatigue 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
REPRODUCTIVE SYSTEM AND BREASASDISORDERS 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Benign prostatic hyperplasia 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
Menstruation irregular 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0, 3.7) 4 (0.2) (0.1, 0.6) 
DISORDERS 
Cough 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
Asthma 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Vocal cord polyp 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
SKIN AND SUBCIL@FANEOUS TISSUE DISORDERS 0 (0.0, 3.7) 7 (0.4) (0.2, 0.9) 
Rash 0 (0.0, 3.7) 3 (0.2) (0.0, 0.5) 
Hyperhids@sis 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
Night sweats 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Licken planus 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
SURGICAL AND MEDICAL PROCEDURES 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Tooth extraction 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
VASCULAR DISORDERS 0 (0.0, 3.7) 4 (0.2) (0.1, 0.6) 
Hypertension 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
Lymphoedema 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Hypotension 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
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14.96. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part 
of Protocol Amendment 18 — Booster Safety Population Race: All Others 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 716 Years 
(N?=98) (N*=1639) 
System Organ Class n> (%) (95% CI°) nH” (%) (95% CI*) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

Note: All others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects in the specified group. This value is the denominata for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Sowpce Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2, unblinded/C4591001_CSR/adae_s130_p23_d3_race 
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14.97. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, sy 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered) 


BNT162b2 (30 py) 


12-15 Years 216 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 81 (19.9)  (FOs1, 24.1) = 1632 (14.5) (13.8, 15.1) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 6 (1.5) (0.5, 3.2) 114 (1.0) (0.8, 1.2) 
Lymphadenopathy 6 (1.5) (0.5, 3.2) 109 (1.0) (0.8, 1.2) 
Lymph node pain 0. (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Anaemia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Splenic vein thrombosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 1 (0.2) (0.0, 1.4) 12 (0.1) (0.1, 0.2) 
Palpitations 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Atrial fibrillation 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Ventricular extrasystoles 1 (0.2) (0.0, 1.4) 1 (0.0) (0.0, 0.0) 
Acute coronary syndrome 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Coronary artery disease 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Mitral valve incompetence 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Angina pectoris 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Aortic valve disease 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Bundle branch block left 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Myocardial ischaemia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Sinus node dysfunction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
EAR AND LABYBSNTH DISORDERS 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Vertigo 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Deafness 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Deafngss neurosensory 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Eag pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tympanic membrane perforation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
ENDOCRINE DISORDERS 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Autoimmune thyroiditis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hypopituitarism 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Secondary hyperthyroidism 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Cataract 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Eye pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI*) 
Preferred Term 
Keratitis 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Blepharitis 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
Epiretinal membrane 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 5 (1.2) (0.4, 2.8) 78 (0.7) (0.5, 0.9) 
Nausea 4 (1.0) (0.3, 2.5) 29 (0.3) (0.2, 0.4) 
Diarrhoea 0 (0.0, 0.9) 29 (0.3) (0.2, 0.4) 
Vomiting 10:2) (0.0, 1.4) 11 (0.1) (0.0, 0.2) 
Abdominal pain 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Abdominal pain upper 1 (0.2) (0.0, 1.4) 3 (0.0) (0.0, 0.1) 
Gastritis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Gastrooesophageal reflux disease 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Dyspepsia 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Dysphagia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rectal haemorrhage 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Anogenital dysplasia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Dental caries 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Diverticulum intestinal 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Haemorrhoids 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Inguinal hernia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 


GENERAL DISORDERS “ND ADMINISTRATION SITE 76 (18.7) (15.0, 22.8) 1263 (11.2) (10.6, 11.8) 
CONDITIONS 


Injection site paix 35 (8.6) (6.1, 11.8) 724 (6.4) (6.0, 6.9) 
Fatigue 33 (8.1) (5.6, 11.2) 378 (3.4) (3.0, 3.7) 
Pyrexia 21 (5.2) (3.2, 7.8) 261 (2.3) (2.0, 2.6) 
Chills 13 (3.2) (1.7, 5.4) 201 (1.8) (1.5, 2.0) 
Pain 15 (3.7) (2.1, 6.0) 133 (1.2) (1.0, 1.4) 
Asthenia 0 (0.0, 0.9) 39 (0.3) (0.2, 0.5) 
Malaise 2 (0.5) (0.1, 1.8) 36 (0.3) (0.2, 0.4) 
Injection site erythema 2 (0.5) (0.1, 1.8) 4 (0.0) (0.0, 0.1) 
Injection site swelling 0 (0.0, 0.9) 9 (0.1) (0.0, 0.2) 
Axillary pain 0 (0.0, 0.9) 6 (0.1) (0.0, 0.1) 
Vaccination site pain 0 (0.0, 0.9) 10 (0.1) (0.0, 0.2) 
Injection site lymphadenopathy 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Injection site pruritus 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site warmth 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
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14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI*) 
Preferred Term 
Localised oedema 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Chest pain 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
Swelling 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Feeling abnormal 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Injection site bruising 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site mass 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vaccination site lymphadenopathy 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site oedema 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site rash 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site reaction 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Vaccination site swelling 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Chest discomfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Facial pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site irritation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Non-cardiac chest pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cyst 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gait disturbance 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Influenza like illness 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site vesicles 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vaccination site warmth 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISORSERS 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Alcoholic liver diseas¢ 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Biliary obstructioh 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Jaundice cholestatic 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
IMMUNE SYSYEM DISORDERS 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Immunisation reaction 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
INFECTIONS AND INFESTATIONS 0 (0.0, 0.9) 40 (0.4) (0.3, 0.5) 
Unnary tract infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
‘Tooth infection 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Ear infection 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Herpes zoster 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cellulitis 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Diverticulitis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Appendicitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Otitis externa 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Rhinitis 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
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14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI*) 
Preferred Term 
Sinusitis 0 (0.0, 0:9) 1 (0.0) (0.0, 0.0) 
Cystitis 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
Gastroenteritis 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Genital herpes 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Syphilis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Wound infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Adenoviral conjunctivitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Balanitis candida 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Conjunctivitis bacterial 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Conjunctivitis viral 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Erysipelas 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Fungal skin infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Malaria 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Periodontitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tooth abscess 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEBYRAL 2 (0.5) (0.1, 1.8) 26 (0.2) (0.2, 0.3) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Fall 1 (0.2) (0.0, 1.4) 3 (0.0) (0.0, 0.1) 
Skin laceration 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Animal bite 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Ligament sprain 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Ankle fracture. 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Joint injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cervical, vertebral fracture 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Contuston 1 (0.2) (0.0, 1.4) 0 (0.0, 0.0) 
Limb injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Road traffic accident 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Vaccination complication 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Wound 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Eye contusion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Femur fracture 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Forearm fracture 1 (0.2) (0.0, 1.4) 0 (0.0, 0.0) 
Retinal injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Skin abrasion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI*) 
Preferred Term 
INVESTIGATIONS 0 (0.0, 0:9) 26 (0.2) (0.2, 0.3) 
Body temperature increased 0 (0.0.0.9) 24 (0.2) (0.1, 0.3) 
Cardiac murmur 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Blood urine present 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 0 (0.0, 0.9) 110.1) (0.0, 0.2) 
Decreased appetite 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Hypercholesterolaemia 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Vitamin D deficiency 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gout 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Increased appetite 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TESSUE 7 (1.7) (0.7, 3.5) 270 (2.4) (2.1, 2.7) 
DISORDERS 
Myalgia 5 (1.2) (0.4, 2.8) 200 (1.8) (1.5, 2.0) 
Arthralgia 0 (0.0, 0.9) 27 (0.2) (0.2, 0.3) 
Pain in extremity 2 (0.5) (0.1, 1.8) 20 (0.2) (0.1, 0.3) 
Back pain 0 (0.0, 0.9) 11 (0.1) (0.0, 0.2) 
Musculoskeletal chest pain 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Musculoskeletal pain 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Muscle spasms 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Intervertebral disc protrusron 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Muscular weakness 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Musculoskeletal stiffizess 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Synovial cyst 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tendonitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Arthritis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Axillarymass 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Bursifis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Méscle twitching 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Osteochondritis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Plantar fasciitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rotator cuff syndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Costochondritis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Groin pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND 0 (0.0, 0.9) 8 (0.1) (0.0, 0.1) 
UNSPECIFIED (INCL CYSTS AND POLYPS) 
Basal cell carcinoma 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI‘) Ww (%) (95% CI‘) 
Preferred Term 
Adenocarcinoma of colon 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma pancreas 0 (0.0.0.9) 1 (0.0) (0.0, 0.0) 
Adenoma benign 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Gastrointestinal stromal tumour 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Prostate cancer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Squamous cell carcinoma of skin 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 28 (6.9) (4.6, 9.8) 241 (2.1) (1.9, 2.4) 
Headache 28 (6.9) (4.6, 9.8) 212 (1.9) (1.6, 2.1) 
Dizziness 0 (0.0, 0.9) 11 (0.1) (0.0, 0.2) 
Lethargy 0 (0.0, 0.9) 6 (0.1) (0.0, 0.1) 
Paraesthesia 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Syncope 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Migraine 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Sciatica 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hypoaesthesia 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Presyncope 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cerebrovascular accident 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Nerve compression 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Psychomotor hyperactivity 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Carotid arteriosclerosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Formication 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Haemorrhage intratranial 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hepatic encephalopathy 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Neuropathyéperipheral 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Parosmia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Seizure 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
PSY@HIATRIC DISORDERS 4 (1.0) (0.3, 2.5) 14 (0.1) (0.1, 0.2) 
Anxiety 1 (0.2) (0.0, 1.4) 3 (0.0) (0.0, 0.1) 
Insomnia 1 (0.2) (0.0, 1.4) 3 (0.0) (0.0, 0.1) 
Depression 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Anxiety disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Attention deficit hyperactivity disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Disorientation 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Nightmare 2 (0.5) (0.1, 1.8) 0 (0.0, 0.0) 
Irritability 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI*) 
Preferred Term 
Libido decreased 0 (0.0, 0:9) 1 (0.0) (0.0, 0.0) 
Mental fatigue 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 0 (6.0, 0.9) 4 (0.0) (0.0, 0.1) 
Nephrolithiasis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Calculus bladder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Renal colic 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Renal pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Benign prostatic hyperplasia 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Cervical bulla 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Prostatitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Testicular pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0, 0.9) 13 (0.1) (0.1, 0.2) 
DISORDERS 
Nasal congestion 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Rhinorrhoea 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Cough 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Epistaxis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Oropharyngeal pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Asthma 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vocal cord polyp 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 2 (0.5) (0.1, 1.8) 30 (0.3) (0.2, 0.4) 
Rash 0 (0.0, 0.9) 6 (0.1) (0.0, 0.1) 
Hyperhidrosis 0 (0.0, 0.9) 6 (0.1) (0.0, 0.1) 
Night sweais 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Urticaria 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Acn@ 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Erythema 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Pruritus 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Dermatitis contact 1 (0.2) (0.0, 1.4) 2 (0.0) (0.0, 0.1) 
Psoriasis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rash maculo-papular 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Blister 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cold sweat 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Diabetic foot 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hand dermatitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.97. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=407) (N?=11267) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI*) 
Preferred Term 
Ingrowing nail 0 (0.0, 0,2) 1 (0.0) (0.0, 0.0) 
Rosacea 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
Sensitive skin 1 (0.2) (G0, 1.4) 0 (0.0, 0.0) 
SURGICAL AND MEDICAL PROCEDURES 1 (0.2) (0.0, 1.4) 2 (0.0) (0.0, 0.1) 
Knee arthroplasty 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Meniscus operation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Oral surgery 14072) (0.0, 1.4) 0 (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.9) 25 (0.2) (0.1, 0.3) 
Hypertension 0 (0.0, 0.9) 19 (0.2) (0.1, 0.3) 
Hot flush 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Essential hypertension 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Aortic arteriosclerosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Arteriosclerosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hypotension 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictiokary applied. 

a. N=number of subjects in thespecified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reposting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 ogéurrence of any adverse event. 

c. Exact 2-sided CI, basedon the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Pate: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_sex 
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14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, b¥ 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part of 
Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered) 


BNT162b2 (30 pg). 


12-15 Years 216 Years 
(N*=418) (N*=11203) 
System Organ Class n> (%) (95% CI‘) n> (%) (95% CI°) 
Preferred Term 
Any adverse event 72 (17.2) (13.7a1.2) = 2186 (19.5) (18.8, 20.3) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 2 (0.5) €@1, 1.7) 246 (2.2) (1.9, 2.5) 
Lymphadenopathy 2 (0.5) (0.1, 1.7) 238 (2.1) (1.9, 2.4) 
Lymph node pain 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Anaemia 0. (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Hypochromic anaemia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tron deficiency anaemia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Normocytic anaemia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 0 (0.0, 0.9) 17 (0.2) (0.1, 0.2) 
Palpitations 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Atrial fibrillation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tachycardia 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Ventricular extrasystoles 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Arrhythmia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Atrioventricular block 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Bradycardia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Bundle branch block right 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cardiac failure 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Pericardial effusion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Wolff-Parkinson-WhiteSyndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.9) 8 (0.1) (0.0, 0.1) 
Vertigo 0) (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Tinnitus 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
CerumenNmpaction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Ear disComfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Middte ear effusion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vertigo positional 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
ENDOCRINE DISORDERS 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Hypothyroidism 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Autoimmune thyroiditis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Cataract 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Conjunctival haemorrhage 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Eye pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=418) (N?=11203) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI‘) 
Preferred Term 
Keratitis 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Dry eye 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
Photophobia 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Retinal degeneration 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 7 (1.7) (0.7, 3.4) 125 (1.1) (0.9, 1.3) 
Nausea 50D (0.4, 2.8) 64 (0.6) (0.4, 0.7) 
Diarrhoea 0 (0.0, 0.9) 28 (0.2) (0.2, 0.4) 
Vomiting 4 (1.0) (0.3, 2.4) 22 (0.2) (0.1, 0.3) 
Abdominal pain 1 (0.2) (0.0, 1.3) 2 (0.0) (0.0, 0.1) 
Abdominal pain upper 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Gastritis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhage 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gastrooesophageal reflux disease 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Constipation 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Dysphagia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rectal haemorrhage 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Abdominal discomfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Colitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Dry mouth 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Food poisoning 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gastric ulcer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Large intestine polyo 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Lip dry 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Lip haemorrhage 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Lip oedema 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Mouth wiceration 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Oesophageal ulcer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Oésophagitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Oral mucosal blistering 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Paraesthesia oral 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Retching 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Small intestinal obstruction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Teething 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tooth impacted 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Volvulus 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=418) (N#=11203) 
System Organ Class n> (%) (95% CI‘) nw (%) (95% CI‘) 


Preferred Term 


GENERAL DISORDERS AND ADMINISTRATION SITE 54 (12.9) (9.9, 165) 1660 (14.8) (14.2, 15.5) 
CONDITIONS 


Injection site pain 31 (7.4) (SA, 10.4) 955 (8.5) (8.0, 9.1) 
Fatigue 28 (6.7) 4.5, 9.5) 480 (4.3) (3.9, 4.7) 
Pyrexia 7 (1.7) (0.7, 3.4) 404 (3.6) (3.3, 4.0) 
Chills 9 (2.2% (1.0, 4.0) 242 (2.2) (1.9, 2.4) 
Pain 9 (X22) (1.0, 4.0) 219 (2.0) (1.7, 2.2) 
Asthenia 0 (0.0, 0.9) 42 (0.4) (0.3, 0.5) 
Malaise 1 (0.2) (0.0, 1.3) 40 (0.4) (0.3, 0.5) 
Injection site erythema 3 (0.7) (0.1, 2.1) 38 (0.3) (0.2, 0.5) 
Injection site swelling 0 (0.0, 0.9) 28 (0.2) (0.2, 0.4) 
Axillary pain 1 (0.2) (0.0, 1.3) 20 (0.2) (0.1, 0.3) 
Vaccination site pain 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Injection site lymphadenopathy 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Injection site pruritus 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Injection site warmth 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Localised oedema 0 (0.0, 0.9) 6 (0.1) (0.0, 0.1) 
Chest pain 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Swelling 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Feeling abnormal 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site bruising 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site mass 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Vaccination site lymphadenopathy 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site iwdtiration 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Injection site Gedema 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site rash 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injectiox site reaction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vageination site swelling 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Chest discomfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Facial pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Feeling hot 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Inflammation 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site inflammation 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Injection site irritation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Non-cardiac chest pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vaccination site oedema 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 


PFIZER CONFIDENTIAL 


Page 478 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=418) (N?=11203) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI‘) 
Preferred Term 
Application site erythema 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Face oedema 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
Illness 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site discomfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site haematoma 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injection site nodule 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Injury associated with device 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Oedema peripheral 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Peripheral swelling 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Sensation of foreign body 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Thirst 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vaccination site erythema 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISORDERS 0 (0.0, 0.9) 9 (0.1) (0.0, 0.2) 
Cholecystitis acute 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Cholelithiasis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Biliary colic 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cholecystitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hepatic cirrhosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hepatic lesion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hepatitis acute 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hyperbilirubinaemia négnatal 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
IMMUNE SYSTEM DiSORDERS 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Immunisation rea¢tion 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Hypersensitivity 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
INFECTIONSAND INFESTATIONS 1 (0.2) (0.0, 1.3) 71 (0.6) (0.5, 0.8) 
Urinaryyract infection 0 (0.0, 0.9) 22 (0.2) (0.1, 0.3) 
Toot infection 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Ear infection 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
‘Herpes zoster 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Cellulitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Conjunctivitis 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Diverticulitis 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Appendicitis 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Otitis externa 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Sinusitis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Cystitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
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Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=418) (N?=11203) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI‘) 
Preferred Term 
Gastroenteritis 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Genital herpes 0 (0.0.0.9) 1 (0.0) (0.0, 0.0) 
Localised infection 0 (@0, 0.9) 2 (0.0) (0.0, 0.1) 
Oral herpes 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Wound infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Abdominal abscess 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Abscess jaw 1 (02) (0.0, 1.3) 0 (0.0, 0.0) 
Bartholinitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Bronchitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Complicated appendicitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Focal peritonitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gastroenteritis norovirus 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Infected cyst 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Nasopharyngitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Onychomycosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Osteomyelitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Pneumonia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Postoperative wound infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Pyelonephritis acute 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Staphylococcal infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Subcutaneous abscess 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vaginal infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vulvovaginal mycotic infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL 2 (0.5) (0.1, 1.7) 78 (0.7) (0.6, 0.9) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 0.9) 28 (0.2) (0.2, 0.4) 
Fall 0 (0.0, 0.9) 11 (0.1) (0.0, 0.2) 
Maernal exposure during breast feeding 0 (0.0, 0.9) 11 (0.1) (0.0, 0.2) 
Skin laceration 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Animal bite 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Ligament sprain 1 (0.2) (0.0, 1.3) 3 (0.0) (0.0, 0.1) 
Ankle fracture 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Cartilage injury 1 (0.2) (0.0, 1.3) 2 (0.0) (0.0, 0.1) 
Joint injury 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Wrist fracture 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Contusion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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System Organ Class n> (%) (95% CI*) n” (%) (95% CI‘) 
Preferred Term 
Foot fracture 0 (0.0, 0:2) 2 (0.0) (0.0, 0.1) 
Limb injury 0 (0.0¢8.9) 1 (0.0) (0.0, 0.0) 
Maternal exposure during pregnancy 0 (G0, 0.9) 2 (0.0) (0.0, 0.1) 
Arthropod bite 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Chest injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Corneal abrasion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Head injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Humerus fracture 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Nasal injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Overdose 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Post-traumatic pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Radius fracture 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Stress fracture 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tendon injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vulvovaginal injury 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Wound dehiscence 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 0 (0.0, 0.9) 35 (0.3) (0.2, 0.4) 
Body temperature increased 0 (0.0, 0.9) 30 (0.3) (0.2, 0.4) 
Cardiac murmur 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Heart rate increased 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Cardiac stress test abnerfnal 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Human papilloma vitus test positive 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
METABOLISM ANLYNUTRITION DISORDERS 0 (0.0, 0.9) 13 (0.1) (0.1, 0.2) 
Decreased appotite 0 (0.0, 0.9) 6 (0.1) (0.0, 0.1) 
Hyperchalesterolaemia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Vitamix\D deficiency 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Dyskpidaemia 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Hypoglycaemia neonatal 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hyponatraemia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 12 (2.9) (1.5, 5.0) 376 (3.4) (3.0, 3.7) 
DISORDERS 
Myalgia 8 (1.9) (0.8, 3.7) 274 (2.4) (2.2, 2.7) 
Arthralgia 0 (0.0, 0.9) 33 (0.3) (0.2, 0.4) 
Pain in extremity 4 (1.0) (0.3, 2.4) 29 (0.3) (0.2, 0.4) 
Back pain 0 (0.0, 0.9) 8 (0.1) (0.0, 0.1) 
Musculoskeletal chest pain 1 (0.2) (0.0, 1.3) 5 (0.0) (0.0, 0.1) 
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Preferred Term 
Neck pain 0 (0.0, 0:9) 9 (0.1) (0.0, 0.2) 
Musculoskeletal pain 0 (0.0.0.9) 3 (0.0) (0.0, 0.1) 
Muscle spasms 0 (G0, 0.9) 3 (0.0) (0.0, 0.1) 
Intervertebral disc protrusion 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Muscle contracture 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Musculoskeletal stiffness 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Synovial cyst 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Tendonitis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Arthritis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Axillary mass 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Bursitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Osteoarthritis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Osteochondritis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Osteoporosis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Plantar fasciitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rotator cuff syndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Spinal osteoarthritis 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Cervical spinal stenosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Fibromyalgia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Flank pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Greater trochanteric paifyndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Kyphosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Musculoskeletal discomfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Neck mass 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Painful os geroneum syndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rheumatoid arthritis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Sjogren's syndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tegsporomandibular joint syndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND 0 (0.0, 0.9) 9 (0.1) (0.0, 0.2) 
WNSPECIFIED (INCL CYSTS AND POLYPS) 
Basal cell carcinoma 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Colon cancer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Invasive breast carcinoma 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Renal neoplasm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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System Organ Class n> (%) (95% CI*) n” (%) (95% CI‘) 
Preferred Term 
Uterine leiomyoma 0 (0.0, 0:9) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 21 (5.0) (3.127.6) 391 (3.5) (3.2, 3.8) 
Headache 19 (4.5) 8, 7.0) 347 (3.1) (2.8, 3.4) 
Dizziness 2 (0.5) (0.1, 1.7) 15 (0.1) (0.1, 0.2) 
Lethargy 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Paraesthesia 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Syncope 14072) (0.0, 1.3) 2 (0.0) (0.0, 0.1) 
Migraine 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Sciatica 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Hypoaesthesia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Presyncope 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Nerve compression 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Somnolence 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Tremor 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Cervical radiculopathy 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hyperaesthesia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Intracranial aneurysm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Taste disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tension headache 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERI AND PERINATAL 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
CONDITIONS 
Pregnancy 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Abortion spontanedus 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Abortion threatehed 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gestational@ypertension 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
PSYCHIAZRIC DISORDERS 5 (1.2) (0.4, 2.8) 29 (0.3) (0.2, 0.4) 
Anxiety 2 (0.5) (0.1, 1.7) 14 (0.1) (0.1, 0.2) 
Igsemnia 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Depression 3 (0.7) (0.1, 2.1) 2 (0.0) (0.0, 0.1) 
Anxiety disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Attention deficit hyperactivity disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Acute stress disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Affective disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Aggression 1 (0.2) (0.0, 1.3) 0 (0.0, 0.0) 
Alcohol abuse 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Bruxism 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=418) (N?=11203) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI‘) 
Preferred Term 
Emotional distress 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Gender dysphoria 0 (0.0.0.9) 1 (0.0) (0.0, 0.0) 
Generalised anxiety disorder 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Major depression 1 (0.2) 0.0, 1.3) 0 (0.0, 0.0) 
Psychiatric decompensation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Suicidal ideation 1 (0.29 (0.0, 1.3) 0 (0.0, 0.0) 
Suicide attempt 1 (02) (0.0, 1.3) 0 (0.0, 0.0) 
RENAL AND URINARY DISORDERS 0 (0.0, 0.9) 4 (0.0) (0.0, 0.1) 
Nephrolithiasis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Pollakiuria 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Stress urinary incontinence 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Trigonitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 2 (0.5) (0.1, 1.7) 16 (0.1) (0.1, 0.2) 
Intermenstrual bleeding 1 (0.2) (0.0, 1.3) 4 (0.0) (0.0, 0.1) 
Breast pain 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Heavy menstrual bleeding 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Menstrual disorder 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Atrophic vulvovaginitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Breast inflammation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Dysmenorrhoea 1 (0.2) (0.0, 1.3) 0 (0.0, 0.0) 
Menstruation irregular 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Nipple exudate bloddy 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Ovarian cyst 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Pelvic pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Uterine pelyp 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL 1 (0.2) (0.0, 1.3) 20 (0.2) (0.1, 0.3) 
DISORBERS 
NaSal congestion 1 (0.2) (0.0, 1.3) 2 (0.0) (0.0, 0.1) 
Rhinorrhoea 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Dyspnoea 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Rhinitis allergic 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Oropharyngeal pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Sinus congestion 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Dysphonia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Nasal turbinate hypertrophy 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Paranasal sinus discomfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N?=418) (N?=11203) 
System Organ Class n> (%) (95% CI*) n” (%) (95% CI‘) 
Preferred Term 
Pleural effusion 0 (0.0, 0:2) 1 (0.0) (0.0, 0.0) 
Sleep apnoea syndrome 0 (0.0.0.9) 1 (0.0) (0.0, 0.0) 
Throat tightness 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Upper-airway cough syndrome 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 0 (0.0, 0.9) 47 (0.4) (0.3, 0.6) 
Rash 0 (0.0, 0.9) 9 (0.1) (0.0, 0.2) 
Hyperhidrosis 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Night sweats 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Urticaria 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Acne 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Erythema 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Pruritus 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Alopecia 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Psoriasis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rash maculo-papular 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Skin lesion 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Angioedema 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Dermatitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Dermatitis atopic 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Diffuse alopecia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Ecchymosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Lichen planus 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Lichen sclerosus 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Pain of skin 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Photosensitwvity reaction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Pityriasis rosea 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rasherythematous 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rash papular 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rash pruritic 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Skin oedema 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
SURGICAL AND MEDICAL PROCEDURES 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Breast conserving surgery 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Cataract operation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Metabolic surgery 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Tooth extraction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.9) 18 (0.2) (0.1, 0.3) 
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14.98. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as Part-of 
Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered} 


BNT162b2 (30 pg) 


12-15 Years >16 Years 

(N*=418) (N*=11203) 
System Organ Class n> (%) (95% CI‘) Ww (%) (95% CI‘) 

Preferred Term 

Hypertension 0 (0.0, 072) 10 (0.1) (0.0, 0.2) 
Hot flush 0 (0.0.0.9) 1 (0.0) (0.0, 0.0) 
Essential hypertension 0 (G0, 0.9) 1 (0.0) (0.0, 0.0) 
Flushing 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Lymphoedema 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Peripheral vascular disorder 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Varicose vein 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Venous thrombosis limb 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This vaktte is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 océGrrenve‘of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any advérse event. 

c. Exact 2-sided CI, based on the Clopper aiid Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10MA2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Database Snapshot Date: 283APR2023) OutpatFile: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_sex 
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14.99. Number (%) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term,by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pig) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 
Hispanic/Latino 


Vaccine Group (as Administered) 


BNT162b2 (301g) 


12-15 Years 216 Years 
(N?=89) (N*=7489) 
System Organ Class n? (%) (95% CF) n> (%) (95% CI*) 
Preferred Term 
Any adverse event 19 (21.3) -@3.4, 31.3) 1281(17.1) (16.3, 18.0) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1(1.1) (0.0, 6.1) 151 (2.0) (1.7, 2.4) 
Lymphadenopathy 1 (bw (0.0, 6.1) 144 (1.9) (1.6, 2.3) 
Lymph node pain 0 (0.0, 4.1) 4 (0.1) (0.0, 0.1) 
Anaemia 0 (0.0, 4.1) 3 (0.0) (0.0, 0.1) 
Normocytic anaemia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 0 (0.0, 4.1) 10 (0.1) (0.1, 0.2) 
Palpitations 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Atrial fibrillation 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Ventricular extrasystoles 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Acute coronary syndrome 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Mitral valve incompetence 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Aortic valve disease 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Bradycardia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Bundle branch block left 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Myocardial ischaemia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Pericardial effusion 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Sinus node dysfunction 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Supraventricular tachtycardia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Wolff-Parkinsei@White syndrome 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 4.1) 6 (0.1) (0.0, 0.2) 
Vertigo 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Tinnitus 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Cestmen impaction 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Deafness neurosensory 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Ear pain 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
ENDOCRINE DISORDERS 0 (0.0, 4.1) 4 (0.1) (0.0, 0.1) 
Hypothyroidism 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Hypopituitarism 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Secondary hyperthyroidism 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
EYE DISORDERS 0 (0.0, 4.1) 8 (0.1) (0.0, 0.2) 
Cataract 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
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14.99. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 
Hispanic/Latino 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=89) (N?=7489) 
System Organ Class n> (%) (95% CI‘) n’ (%) (95% CI‘) 
Preferred Term 
Conjunctival haemorrhage 0 (0.0g4.1) 1 (0.0) (0.0, 0.1) 
Eye pain 0 (G0, 4.1) 1 (0.0) (0.0, 0.1) 
Keratitis 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Blepharitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Epiretinal membrane 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Photophobia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
GASTROINTESTINAL DISORDERS 2 (2.2) (0.3, 7.9) 59 (0.8) (0.6, 1.0) 
Nausea 2 (2.2) (0.3, 7.9) 21 (0.3) (0.2, 0.4) 
Diarrhoea 0 (0.0, 4.1) 17 (0.2) (0.1, 0.4) 
Vomiting 1(1.1) (0.0, 6.1) 5 (0.1) (0.0, 0.2) 
Abdominal pain 1(1.1) (0.0, 6.1) 1 (0.0) (0.0, 0.1) 
Abdominal pain upper 0 (0.0, 4.1) 3 (0.0) (0.0, 0.1) 
Gastritis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhage 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Gastrooesophageal reflux disease 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Dysphagia 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Anogenital dysplasia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Colitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Dental caries 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Diverticulum intestinal 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Food poisoning 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Inguinal hernia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Lip oedema 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
OesophageaVulcer 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Ocsoph%gitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Ora].squcosal blistering 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Teething 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Yooth impacted 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Volvulus 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 


GENERAL DISORDERS AND ADMINISTRATION SITE 17(19.1) (11.5, 28.8) 834 (11.1) (10.4, 11.9) 
CONDITIONS 


Injection site pain 7 (7.9) (3.2, 15.5) 477 (6.4) (5.8, 6.9) 

Fatigue 9 (10.1) (4.7, 18.3) 121 (1.6) (1.3, 1.9) 

Pyrexia 3 (3.4) (0.7, 9.5) 221 (3.0) (2.6, 3.4) 

Chills 1(1.1) (0.0, 6.1) 88 (1.2) (0.9, 1.4) 
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14.99. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 

Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 


Hispanic/Latino 


System Organ Class 
Preferred Term 


Pain 

Asthenia 

Malaise 

Injection site erythema 

Injection site swelling 

Axillary pain 

Injection site lymphadenopathy 

Injection site warmth 

Localised oedema 

Chest pain 

Swelling 

Injection site mass 

Injection site oedema 

Inflammation 

Injection site inflammation 

Application site erythema 

Illness 

Injection site haematoma 

Injection site vesicles 

Oedema peripheral 
HEPATOBILIARY DISORDERS 

Cholelithiasis 

Alcoholic livesdisease 

Biliary coli 

Hepatitisacute 

Hyperbilirubinaemia neonatal 
IMMUNE SYSTEM DISORDERS 

Hypersensitivity 
INFECTIONS AND INFESTATIONS 

Urinary tract infection 

Tooth infection 

Ear infection 

Herpes zoster 

Cellulitis 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N?=89) 


n? (%) 


4 (4.5) 
0 
0 

1 (1.1) 
0 

Ld) 
0 


oooocoocociclclcupmwCCcOoOcUCcCOCcCcCOcUCcCOCUCcCOCUCcCcCOcmUC CCOUCcCcCUCCUCcCOCUCCOcUCcCOCUCcCOCCOCCCocUcCOCCcCOCUCcCOlLhcO 
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(95% CI‘) 


(1.28.1) 
(60, 4.1) 
(0.0, 4.1) 
(0.0, 6.1) 
(0.0, 4.1) 
(0.0, 6.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 


216 Years 
(N*=7489) 
n? (%) (95% CI‘) 
83 (1.1) (0.9, 1.4) 
74 (1.0) (0.8, 1.2) 
11 (0.1) (0.1, 0.3) 
6 (0.1) (0.0, 0.2) 
3 (0.0) (0.0, 0.1) 
8 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
7 (0.1) (0.0, 0.2) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
5 (0.1) (0.0, 0.2) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
58 (0.8) (0.6, 1.0) 
15 (0.2) (0.1, 0.3) 
11 (0.1) (0.1, 0.3) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 


0901 77e1 9e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 
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14.99. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 


Hispanic/Latino 


System Organ Class 
Preferred Term 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=89) (N*=7489) 
n> (%) (95% CI‘) n> (%) (95% CI‘) 


Conjunctivitis 0 (0.0g4.1) 3 (0.0) (0.0, 0.1) 
Diverticulitis 0 (G0, 4.1) 1 (0.0) (0.0, 0.1) 
Appendicitis 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Otitis externa 0 (0.0, 4.1) 3 (0.0) (0.0, 0.1) 
Rhinitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Sinusitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Gastroenteritis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Genital herpes 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Oral herpes 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Syphilis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Wound infection 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Abdominal abscess 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Balanitis candida 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Bartholinitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Complicated appendicitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Conjunctivitis viral 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Erysipelas 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Focal peritonitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Onychomycosis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Osteomyelitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Periodontitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Vaginal infection 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Vulvovaginal srfycotic infection 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
INJURY, POISONING AND PROCEDURAL 0 (0.0, 4.1) 44 (0.6) (0.4, 0.8) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 4.1) 11 (0.1) (0.1, 0.3) 
Fait 0 (0.0, 4.1) 8 (0.1) (0.0, 0.2) 
Maternal exposure during breast feeding 0 (0.0, 4.1) 3 (0.0) (0.0, 0.1) 
Skin laceration 0 (0.0, 4.1) 3 (0.0) (0.0, 0.1) 
Animal bite 0 (0.0, 4.1) 6 (0.1) (0.0, 0.2) 
Ligament sprain 0 (0.0, 4.1) 4 (0.1) (0.0, 0.1) 
Ankle fracture 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Joint injury 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Wrist fracture 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Cervical vertebral fracture 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.99. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 

Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 


Hispanic/Latino 


System Organ Class 
Preferred Term 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 
(N?=89) 


n? (%) (95% CI‘) 


Limb injury 0 (0.0g4.1) 
Wound 0 (G0, 4.1) 
Chest injury 0 (0.0, 4.1) 
Eye contusion 0 (0.0, 4.1) 
Nasal injury 0 (0.0, 4.1) 
Overdose 0 (0.0, 4.1) 
Stress fracture 0 (0.0, 4.1) 
Vulvovaginal injury 0 (0.0, 4.1) 
Wound dehiscence 0 (0.0, 4.1) 
INVESTIGATIONS 0 (0.0, 4.1) 
Body temperature increased 0 (0.0, 4.1) 
METABOLISM AND NUTRITION DISORDERS. 0 (0.0, 4.1) 
Decreased appetite 0 (0.0, 4.1) 
Hypercholesterolaemia 0 (0.0, 4.1) 
Vitamin D deficiency 0 (0.0, 4.1) 
Dyslipidaemia 0 (0.0, 4.1) 
Hypoglycaemia neonatal 0 (0.0, 4.1) 
MUSCULOSKELETAL ANDGONNECTIVE TISSUE 2 (2.2) (0.3, 7.9) 
DISORDERS 
Myalgia 1(1.1) (0.0, 6.1) 
Arthralgia 0 (0.0, 4.1) 
Pain in extremity 1 (1.1) (0.0, 6.1) 
Back pain 0 (0.0, 4.1) 
Musculoskéietal chest pain 0 (0.0, 4.1) 
Neck pain 0 (0.0, 4.1) 
Musete spasms 0 (0.0, 4.1) 
lnttervertebral disc protrusion 0 (0.0, 4.1) 
Muscle contracture 0 (0.0, 4.1) 
Muscular weakness 0 (0.0, 4.1) 
Synovial cyst 0 (0.0, 4.1) 
Tendonitis 0 (0.0, 4.1) 
Arthritis 0 (0.0, 4.1) 
Axillary mass 0 (0.0, 4.1) 
Osteoarthritis 0 (0.0, 4.1) 
Osteochondritis 0 (0.0, 4.1) 
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216 Years 
(N*=7489) 
n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
32 (0.4) (0.3, 0.6) 
32 (0.4) (0.3, 0.6) 
10 (0.1) (0.1, 0.2) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
217 (2.9) (2.5, 3.3) 
151 (2.0) (1.7, 2.4) 
21 (0.3) (0.2, 0.4) 
19 (0.3) (0.2, 0.4) 
13 (0.2) (0.1, 0.3) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.99. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 

Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 


Hispanic/Latino 


System Organ Class 
Preferred Term 


Osteoporosis 

Plantar fasciitis 
Rotator cuff syndrome 
Cervical spinal stenosis 
Costochondritis 


Greater trochanteric pain syndrome 


NEOPLASMS BENIGN, MALIGNANT AND 


Vaccine Group (as Administered) 


UNSPECIFIED (INCL CYSTS AND POLYPS) 


Adenocarcinoma of colon 
Adenoma benign 


Endometrial adenocarcinoma 


NERVOUS SYSTEM DISORDERS 
Headache 
Dizziness 
Paraesthesia 
Syncope 
Migraine 
Sciatica 
Somnolence 
Carotid arteriosclerosis 
Hepatic encephalopathy 


Intracranial aneysysm 


PREGNANCY, RYERPERIUM AND PERINATAL 


CONDITIONS 
Abortiovtthreatened 


PSYCH#ATRIC DISORDERS 
Aaxiety 
Thsomnia 
Depression 
Anxiety disorder 
Disorientation 


Nightmare 


RENAL AND URINARY DISORDERS 
Renal colic 


12-15 Years 
(N?=89) 
n? (%) (95% CI‘) 
0 (0.0g4.1) 
0 (G0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
4 (4.5) (1.2, 11.1) 
4 (4.5) (1.2, 11.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
1 (1.1) (0.0, 6.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
1 (1.1) (0.0, 6.1) 
0 (0.0, 4.1) 
0 (0.0, 4.1) 
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BNT162b2 (30 pg) 


216 Years 
(N*=7489) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
161 (2.1) (1.8, 2.5) 
142 (1.9) (1.6, 2.2) 
5 (0.1) (0.0, 0.2) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
11 (0.1) (0.1, 0.3) 
6 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
0 (0.0, 0.0) 

2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.99. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 
Hispanic/Latino 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=89) (N?=7489) 
System Organ Class n> (%) (95% CI‘) n’ (%) (95% CI‘) 
Preferred Term 
Trigonitis 0 (0.04.1) 1 (0.0) (0.0, 0.1) 
REPRODUCTIVE SYSTEM AND BREAST DISORDERS 0 €Q:0, 4.1) 15 (0.2) (0.1, 0.3) 
Intermenstrual bleeding 0 (0.0, 4.1) 3 (0.0) (0.0, 0.1) 
Benign prostatic hyperplasia 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Breast pain 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Heavy menstrual bleeding 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Menstrual disorder 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Atrophic vulvovaginitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Breast inflammation 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Cervical bulla 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Nipple exudate bloody 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Ovarian cyst 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Prostatitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Testicular pain 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Uterine polyp 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
RESPIRATORY, THORACIC AND MEDIASTINAL 0 (0.0, 4.1) 12 (0.2) (0.1, 0.3) 
DISORDERS 
Nasal congestion 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Dyspnoea 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Rhinitis allergic 0 (0.0, 4.1) 3 (0.0) (0.0, 0.1) 
Epistaxis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Oropharyngeal pai 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Sinus congestion 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Dysphonia. 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Nasal titbinate hypertrophy 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Paraziasal sinus discomfort 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Veal cord polyp 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 0 (0.0, 4.1) 27 (0.4) (0.2, 0.5) 
Rash 0 (0.0, 4.1) 5 (0.1) (0.0, 0.2) 
Hyperhidrosis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Urticaria 0 (0.0, 4.1) 4 (0.1) (0.0, 0.1) 
Acne 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Erythema 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Pruritus 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Psoriasis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
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14.99. Number (%o) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 
Hispanic/Latino 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=89) (N?=7489) 
System Organ Class n? (%) (95% CI‘) n> (%) (95% CI*) 
Preferred Term 
Rash maculo-papular 0 (0.0g4.1) 1 (0.0) (0.0, 0.1) 
Angioedema 0 (G0, 4.1) 1 (0.0) (0.0, 0.1) 
Blister 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Cold sweat 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Hand dermatitis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Lichen planus 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Photosensitivity reaction 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Rash papular 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Rash pruritic 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Rosacea 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Skin oedema 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
VASCULAR DISORDERS 0 (0.0, 4.1) 23 (0.3) (0.2, 0.5) 
Hypertension 0 (0.0, 4.1) 16 (0.2) (0.1, 0.3) 
Hot flush 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Essential hypertension 0 (0.0, 4.1) 2 (0.0) (0.0, 0.1) 
Lymphoedema 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Aortic arteriosclerosis 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Peripheral vascular disorder 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Varicose vein 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
Venous thrombosis lim 0 (0.0, 4.1) 1 (0.0) (0.0, 0.1) 


Note: MedDRA (v25.1)oding dictionary applied. 

a. N=number ofgtdjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number.ePsubjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-Sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: 19MAY 2023 
(04:27) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_ eth 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, b¥ 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 p1g).2s 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 
Hispanic/Non-Latino 


Vaccine Group (as Administered) 


BNT162b2 (30 ng) 


12-15 Years 216 Years 
(N*=734) (N*=14899) 
System Organ Class n (%) (95% CI} n> (%) (95% CI’) 
Preferred Term 
Any adverse event 133 (18.1) (ES4,21.1) = 2525 (16.9) (16.3, 17.6) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 7 (1.0) (0.4, 2.0) 209 (1.4) (1.2, 1.6) 
Lymphadenopathy 7 (1.0) (0.4, 2.0) 203 (1.4) (1.2, 1.6) 
Lymph node pain 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Anaemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hypochromic anaemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Tron deficiency anaemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Splenic vein thrombosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 1 (0.1) (0.0, 0.8) 19 (0.1) (0.1, 0.2) 
Palpitations 0 (0.0, 0.5) 6 (0.0) (0.0, 0.1) 
Atrial fibrillation 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Tachycardia 0 (0.0, 0.5) 3 (0.0) (0.0, 0.1) 
Ventricular extrasystoles 1 (0.1) (0.0, 0.8) 1 (0.0) (0.0, 0.0) 
Coronary artery disease 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Mitral valve incompetence 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Angina pectoris 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Arrhythmia ) (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Atrioventricular block 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Bundle branch block right 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cardiac failure 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.5) 9 (0.1) (0.0, 0.1) 
Vertigo 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Tinnitus 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Deafriess 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Eat discomfort 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Middle ear effusion 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Tympanic membrane perforation 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Vertigo positional 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
ENDOCRINE DISORDERS 0 (0.0, 0.5) 3 (0.0) (0.0, 0.1) 
Hypothyroidism 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Autoimmune thyroiditis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
EYE DISORDERS 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
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14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Cataract 

Conjunctival haemorrhage 
Eye pain 

Dry eye 

Retinal degeneration 


GASTROINTESTINAL DISORDERS 


Nausea 

Diarrhoea 

Vomiting 

Abdominal pain 
Abdominal pain upper 
Gastritis 


Gastrointestinal haemorrhage 


Gastrooesophageal reflux disease 


Constipation 

Dyspepsia 

Rectal haemorrhage 

Abdominal discomfort 

Dry mouth 

Gastric ulcer 

Haemorrhoids 

Large intestine pabyp 

Lip dry 

Lip haemorthage 

Mouth fceration 

Paragsthesia oral 
<tching 

Small intestinal obstruction 


GENERAL DISORDERS AND ADMINISTRATION SITE 


CONDITIONS 
Injection site pain 
Fatigue 
Pyrexia 
Chills 
Pain 


12-15 Years 
(N?=734) 

n (%) (95% CI‘) 

0 (0.0.0.5) 

0 (@°0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

1Q41.4) (0.7, 2.5) 

¥ (1.0) (0.4, 2.0) 

0 (0.0, 0.5) 

4 (0.5) (0.1, 1.4) 

0 (0.0, 0.5) 

1 (0.1) (0.0, 0.8) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 

0 (0.0, 0.5) 
112(15.3) = (12.7, 18.1) 
59 (8.0) (6.2, 10.2) 

51 (6.9) (5.2, 9.0) 

25 (3.4) (2.2, 5.0) 

20 (2.7) (1.7, 4.2) 

20 (2.7) (1.7, 4.2) 
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Vaccine Group (as Administeréd) 


BNT162b2 (30 ng) 


>16 Years 
(N?=14899) 
n? (%) (95% CI‘) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
143 (1.0) (0.8, 1.1) 
71 (0.5) (0.4, 0.6) 
40 (0.3) (0.2, 0.4) 
28 (0.2) (0.1, 0.3) 
5 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2078 (13.9) (13.4, 14.5) 
1200 (8.1) (7.6, 8.5) 
733 (4.9) (4.6, 5.3) 
439 (2.9) (2.7, 3.2) 
353 (2.4) (2.1, 2.6) 
266 (1.8) (1.6, 2.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Asthenia 

Malaise 

Injection site erythema 
Injection site swelling 
Axillary pain 

Vaccination site pain 
Injection site lymphadenopathy 
Injection site pruritus 
Injection site warmth 
Chest pain 

Swelling 

Feeling abnormal 
Injection site bruising 
Injection site mass 
Vaccination site lymphadenopathy 
Injection site induration 
Injection site oedema 
Injection site rash 
Injection site reaction 
Vaccination site swelling 
Chest discomfort 

Facial pain 

Feeling hot 

Inflammati@n 

Injection site inflammation 
Injection site irritation 
Noi-cardiac chest pain 
Vaccination site oedema 
Cyst 

Face oedema 

Gait disturbance 

Influenza like illness 
Injection site discomfort 
Injection site nodule 
Injury associated with device 


Vaccine Group (as Administeréd) 


BNT162b2 (30 ng) 


12-15 Years 
(N?=734) 
(95% CI‘) 


n? (%) 


ooo ccc ccocococCCcCcCUCcCOCCOCcCcCOCCOCOCcCCccCcUcrWCCcOCCCcocCOCUCcOCcCOCcUCcCOCUCcOCCOCC Oo OKA SO 
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(0.00.5) 
@, 1.2) 
(0.1, 1.4) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 


>16 Years 
(N?=14899) 
n? (%) (95% CI‘) 
7 (0.0) (0.0, 0.1) 
65 (0.4) (0.3, 0.6) 
36 (0.2) (0.2, 0.3) 
34 (0.2) (0.2, 0.3) 
18 (0.1) (0.1, 0.2) 
15 (0.1) (0.1, 0.2) 
10 (0.1) (0.0, 0.1) 
9 (0.1) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Peripheral swelling 
Sensation of foreign body 
Thirst 

Vaccination site erythema 
Vaccination site warmth 


HEPATOBILIARY DISORDERS 
Cholecystitis acute 
Biliary obstruction 
Cholecystitis 
Hepatic cirrhosis 
Hepatic lesion 
Jaundice cholestatic 


IMMUNE SYSTEM DISORDERS 
Immunisation reaction 
Hypersensitivity 


INFECTIONS AND INFESTATIONS 
Urinary tract infection 
Ear infection 
Herpes zoster 
Cellulitis 
Conjunctivitis 
Diverticulitis 
Appendicitis 
Rhinitis 
Sinusiti§ 

Cyséttis 

Gastroenteritis 

Localised infection 

Oral herpes 

Syphilis 

Abscess jaw 

Adenoviral conjunctivitis 
Appendicitis perforated 
Bronchitis 


Vaccine Group (as Administeréd) 


BNT162b2 (30 ng) 


12-15 Years 
(N?=734) 
(95% CI‘) 


n? (%) 


— 
=> 


— 
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(0.070:5) 
(&0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.8) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.8) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 


>16 Years 
(N?=14899) 


n? (%) 


1 (0.0) 
1 (0.0) 
1 (0.0) 
1 (0.0) 
1 (0.0) 
6 (0.0) 
2 (0.0) 
1 (0.0) 
1 (0.0) 
1 (0.0) 
1 (0.0) 
1 (0.0) 
5 (0.0) 
4 (0.0) 
1 (0.0) 
53 (0.4) 
8 (0.1) 
5 (0.0) 
4 (0.0) 
4 (0.0) 
2 (0.0) 
4 (0.0) 
2 (0.0) 
2 (0.0) 
2 (0.0) 
2 (0.0) 
1 (0.0) 
2 (0.0) 
1 (0.0) 
1 (0.0) 
0 
1 (0.0) 
1 (0.0) 
1 (0.0) 


(95% CI‘) 


(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.1) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.1) 
(0.0, 0.1) 
(0.0, 0.0) 
(0.3, 0.5) 
(0.0, 0.1) 
(0.0, 0.1) 
(0.0, 0.1) 
(0.0, 0.1) 
(0.0, 0.0) 
(0.0, 0.1) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
(0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


12-15 Years 
(N?=734) 
System Organ Class n? (%) (95% CI‘) 
Preferred Term 
Conjunctivitis bacterial 0 (0.079.5) 
Fungal skin infection 0 (600, 0.5) 
Gastroenteritis norovirus 0 (0.0, 0.5) 
Infected cyst 0 (0.0, 0.5) 
Malaria 0 (0.0, 0.5) 
Nasopharyngitis 0 (0.0, 0.5) 
Pneumonia 0 (0.0, 0.5) 
Postoperative wound infection 0 (0.0, 0.5) 
Pyelonephritis acute 0 (0.0, 0.5) 
Staphylococcal infection 0 (0.0, 0.5) 
Subcutaneous abscess 0 (0.0, 0.5) 
Tooth abscess 0 (0.0, 0.5) 
INJURY, POISONING AND PROCEDURAL 4 (0.5) (0.1, 1.4) 
COMPLICATIONS 
Exposure during pregnancy 0 (0.0, 0.5) 
Fall 1 (0.1) (0.0, 0.8) 
Maternal exposure during breastfeeding 0 (0.0, 0.5) 
Skin laceration 0 (0.0, 0.5) 
Ligament sprain 1 (0.1) (0.0, 0.8) 
Ankle fracture 0 (0.0, 0.5) 
Cartilage injury 1 (0.1) (0.0, 0.8) 
Joint injury 0 (0.0, 0.5) 
Wrist fracture 0 (0.0, 0.5) 
Cervical vetiebral fracture 0 (0.0, 0.5) 
Contusign 1 (0.1) (0.0, 0.8) 
Foot fracture 0 (0.0, 0.5) 
Limd injury 0 (0.0, 0.5) 
Maternal exposure during pregnancy 0 (0.0, 0.5) 
Road traffic accident 0 (0.0, 0.5) 
Vaccination complication 0 (0.0, 0.5) 
Arthropod bite 0 (0.0, 0.5) 
Corneal abrasion 0 (0.0, 0.5) 
Femur fracture 0 (0.0, 0.5) 
Forearm fracture 1 (0.1) (0.0, 0.8) 
Head injury 0 (0.0, 0.5) 
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BNT162b2 (30 ng) 


>16 Years 
(N?=14899) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
60 (0.4) (0.3, 0.5) 
19 (0.1) (0.1, 0.2) 
6 (0.0) (0.0, 0.1) 
8 (0.1) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Humerus fracture 

Post-traumatic pain 

Radius fracture 

Retinal injury 

Skin abrasion 

Tendon injury 
INVESTIGATIONS 

Body temperature increased 

Cardiac murmur 

Heart rate increased 

Blood urine present 

Cardiac stress test abnormal 


Human papilloma virus test positive 


METABOLISM AND NUTRITION DISORDERS 


Decreased appetite 
Hypercholesterolaemia 
Gout 

Hyponatraemia 


Increased appetite 


MUSCULOSKELETAL-AND CONNECTIVE TISSUE 


DISORDERS 
Myalgia 
Arthralgia 
Pain in extremity 
Back pati 
Musetloskeletal chest pain 
Nevk pain 
Musculoskeletal pain 
Muscle spasms 
Muscular weakness 
Musculoskeletal stiffness 
Synovial cyst 
Tendonitis 
Arthritis 
Axillary mass 


Vaccine Group (as Administeréd) 


BNT162b2 (30 ng) 


12-15 Years 
(N?=734) 
(95% CI‘) 


n? (%) 


ooococclhlUlcCcCcCOCCOCUCcOCUCCOCUcCOCUcCOCUlmmQRCOCOUCCOCUCOCUcO 


17 (2.3) 


12 (1.6) 
0 

5 (0.7) 
0 

1 (0.1) 
0 


oooocococlcloCc co lo 


(0.00.5) 
(&0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 


(1.4, 3.7) 


(0.8, 2.8) 
(0.0, 0.5) 
(0.2, 1.6) 
(0.0, 0.5) 
(0.0, 0.8) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
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>16 Years 
(N?=14899) 
n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
29 (0.2) (0.1, 0.3) 
22 (0.1) (0.1, 0.2) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
14 (0.1) (0.1, 0.2) 
10 (0.1) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
426 (2.9) (2.6, 3.1) 
320 (2.1) (1.9, 2.4) 
39 (0.3) (0.2, 0.4) 
29 (0.2) (0.1, 0.3) 
6 (0.0) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
6 (0.0) (0.0, 0.1) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Bursitis 

Muscle twitching 
Osteoarthritis 

Osteoporosis 

Plantar fasciitis 

Spinal osteoarthritis 
Fibromyalgia 

Flank pain 

Groin pain 

Kyphosis 

Musculoskeletal discomfort 
Neck mass 

Painful os peroneum syndrome 
Rheumatoid arthritis 

Sjogren's syndrome 
Temporomandibular joint syndrome 


NEOPLASMS BENIGN, MALIGNANT AND 


UNSPECIFIED (INCL CYSTS AND POLYPS) 


Basal cell carcinoma 
Adenocarcinoma pancre2s 
Colon cancer 
Gastrointestinal sttemal tumour 
Intraductal pretiierative breast lesion 
Invasive breast carcinoma 
Papillary thyroid cancer 
Prostaté cancer 
Refial neoplasm 
Squamous cell carcinoma of skin 
Uterine leiomyoma 

NERVOUS SYSTEM DISORDERS 
Headache 
Dizziness 
Lethargy 
Paraesthesia 


Syncope 


Vaccine Group (as Administeréd) 


BNT162b2 (30 ng) 


12-15 Years >16 Years 
(N?=734) (N?=14899) 
n (%) (95% CI‘) n? (%) (95% CI‘) 
0 (0.070.5) 2 (0.0) (0.0, 0.0) 
0 (@0, 0.5) 2 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 14 (0.1) (0.1, 0.2) 
0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
44 (6.0) (4.4, 8.0) 468 (3.1) (2.9, 3.4) 
42 (5.7) (4.2, 7.7) 414 (2.8) (2.5, 3.1) 
2 (0.3) (0.0, 1.0) 21 (0.1) (0.1, 0.2) 
0 (0.0, 0.5) 13 (0.1) (0.0, 0.1) 
0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
1 (0.1) (0.0, 0.8) 4 (0.0) (0.0, 0.1) 
PFIZER CONFIDENTIAL 


Page 501 


0901 77e1 9e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Migraine 

Sciatica 

Hypoaesthesia 
Presyncope 
Cerebrovascular accident 
Nerve compression 
Psychomotor hyperactivity 
Somnolence 

Tremor 

Cervical radiculopathy 
Formication 
Haemorrhage intracranial 
Hyperaesthesia 
Neuropathy peripheral 
Parosmia 

Seizure 

Taste disorder 

Tension headache 


PREGNANCY, PUERPERIUNFAND PERINATAL 


CONDITIONS 
Pregnancy 
Abortion spontanedus 


Gestational hysértension 


PSYCHIATRI@/ DISORDERS 
Anxiety 
Insontia 
Depression 
“Attention deficit hyperactivity disorder 
Disorientation 
Nightmare 
Acute stress disorder 
Affective disorder 
Aggression 
Alcohol abuse 


Bruxism 


Vaccine Group (as Administeréd) 


12-15 Years 
(N?=734) 
n (%) (95% CI‘) 
0 (0.00.5) 
0 (@0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
8 (1.1) (0.5, 2.1) 
3 (0.4) (0.1, 1.2) 
1 (0.1) (0.0, 0.8) 
3 (0.4) (0.1, 1.2) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
1 (0.1) (0.0, 0.8) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
1 (0.1) (0.0, 0.8) 
0 (0.0, 0.5) 
0 (0.0, 0.5) 
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BNT162b2 (30 ng) 


>16 Years 
(N?=14899) 

n? (%) (95% CI‘) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
4 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
32 (0.2) (0.1, 0.3) 
11 (0.1) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


System Organ Class 
Preferred Term 


Vaccine Group (as Administeréd) 


BNT162b2 (30 ng) 


12-15 Years 
(N?=734) 


n? (%) (95% CI‘) 


Emotional distress 0 (0.00.5) 
Gender dysphoria 0 (@0, 0.5) 
Generalised anxiety disorder 0 (0.0, 0.5) 
Irritability 0 (0.0, 0.5) 
Libido decreased 0 (0.0, 0.5) 
Major depression 104) (0.0, 0.8) 
Mental fatigue 0 (0.0, 0.5) 
Psychiatric decompensation 0 (0.0, 0.5) 
Suicidal ideation 1 (0.1) (0.0, 0.8) 
Suicide attempt 1 (0.1) (0.0, 0.8) 
RENAL AND URINARY DISORDERS 0 (0.0, 0.5) 
Nephrolithiasis 0 (0.0, 0.5) 
Calculus bladder 0 (0.0, 0.5) 
Pollakiuria 0 (0.0, 0.5) 
Renal pain 0 (0.0, 0.5) 
Stress urinary incontinence 0 (0.0, 0.5) 
REPRODUCTIVE SYSTEM ANR BREAST DISORDERS 2 (0.3) (0.0, 1.0) 
Intermenstrual bleeding 1 (0.1) (0.0, 0.8) 
Benign prostatic hyperplasia 0 (0.0, 0.5) 
Breast pain 0 (0.0, 0.5) 
Heavy menstrual bleeding 0 (0.0, 0.5) 
Dysmenorrhoea 1 (0.1) (0.0, 0.8) 
Menstruationv?regular 0 (0.0, 0.5) 
Pelvic pai 0 (0.0, 0.5) 
RESPIRATORY, THORACIC AND MEDIASTINAL 1 (0.1) (0.0, 0.8) 
DISORBERS 
Nasal congestion 1 (0.1) (0.0, 0.8) 
Rhinorrhoea 0 (0.0, 0.5) 
Dyspnoea 0 (0.0, 0.5) 
Cough 0 (0.0, 0.5) 
Epistaxis 0 (0.0, 0.5) 
Oropharyngeal pain 0 (0.0, 0.5) 
Sinus congestion 0 (0.0, 0.5) 
Asthma 0 (0.0, 0.5) 
Pleural effusion 0 (0.0, 0.5) 
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>16 Years 
(N?=14899) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 

0 (0.0, 0.0) 
6 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
8 (0.1) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

(0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
21 (0.1) (0.1, 0.2) 
4 (0.0) (0.0, 0.1) 
5 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 


Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 


Hispanic/Non-Latino 


Vaccine Group (as Administeréd) 


BNT162b2 (30 ng) 


12-15 Years 
(N?=734) 
System Organ Class n? (%) (95% CI‘) 
Preferred Term 
Sleep apnoea syndrome 0 (0.00.5) 
Throat tightness 0 (Q0, 0.5) 
Upper-airway cough syndrome 0 (0.0, 0.5) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 2 (0.3) (0.0, 1.0) 
Rash 0 (0.0, 0.5) 
Hyperhidrosis 0 (0.0, 0.5) 
Night sweats 0 (0.0, 0.5) 
Urticaria 0 (0.0, 0.5) 
Acne 0 (0.0, 0.5) 
Erythema 0 (0.0, 0.5) 
Pruritus 0 (0.0, 0.5) 
Dermatitis contact 1 (0.1) (0.0, 0.8) 
Alopecia 0 (0.0, 0.5) 
Psoriasis 0 (0.0, 0.5) 
Rash maculo-papular 0 (0.0, 0.5) 
Skin lesion 0 (0.0, 0.5) 
Dermatitis 0 (0.0, 0.5) 
Dermatitis atopic 0 (0.0, 0.5) 
Diabetic foot 0 (0.0, 0.5) 
Diffuse alopecia 0 (0.0, 0.5) 
Ecchymosis 0 (0.0, 0.5) 
Ingrowing nail 0 (0.0, 0.5) 
Lichen sclerosus 0 (0.0, 0.5) 
Pain of skit 0 (0.0, 0.5) 
Pityriasis. rosea 0 (0.0, 0.5) 
Rash<erythematous 0 (0.0, 0.5) 
Sensitive skin 1 (0.1) (0.0, 0.8) 
SWRGICAL AND MEDICAL PROCEDURES 1 (0.1) (0.0, 0.8) 
Breast conserving surgery 0 (0.0, 0.5) 
Cataract operation 0 (0.0, 0.5) 
Knee arthroplasty 0 (0.0, 0.5) 
Meniscus operation 0 (0.0, 0.5) 
Metabolic surgery 0 (0.0, 0.5) 
Oral surgery 1 (0.1) (0.0, 0.8) 
Tooth extraction 0 (0.0, 0.5) 
PFIZER CONFIDENTIAL 


Page 504 


>16 Years 
(N?=14899) 

n? (%) (95% CI‘) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
50 (0.3) (0.2, 0.4) 
10 (0.1) (0.0, 0.1) 
8 (0.1) (0.0, 0.1) 
7 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
3 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
7 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 

0 (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
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14.100. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, by 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Non- 
Hispanic/Non-Latino 


Vaccine Group (as Administeréd) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 

(N?=734) (N*=14899) 
System Organ Class n> (%) (95% CI‘) n> (%) (95% CI‘) 

Preferred Term 

VASCULAR DISORDERS 0 (0.000.5) 20 (0.1) (0.1, 0.2) 
Hypertension 0 €9:0, 0.5) 13 (0.1) (0.0, 0.1) 
Hot flush 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Flushing 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Lymphoedema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Arteriosclerosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hypotension 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applie@ 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least'1 ogenfrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper axid“Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation?I0MAR2023 (16:40) Source Data: adae Table Generation: 19MAY 2023 
(04:27) 

(Database Snapshot Date: 28APR2023}-Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_ eth 
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Final Full Clinical Study Report 
Protocol C4591001 


14.101. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term, b¥ 
Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 p1g).as 
Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: Not Reperted 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N*=2) (N?=82) 
System Organ Class n? (%) (95% CI‘) n’ (%) (95% CI*) 
Preferred Term 
Any adverse event 1 (50.0) (1.8398.7) 12 (14.6) (7.8, 24.2) 
GASTROINTESTINAL DISORDERS 0 (0.0, 84.2) 1 (1.2) (0.0, 6.6) 
Nausea 0 (0.0, 84.2) 1 (1.2) (0.0, 6.6) 
GENERAL DISORDERS AND ADMINISTRATION SITE 1 (50-0) (1.3, 98.7) 11 (13.4) (6.9, 22.7) 
CONDITIONS 
Injection site pain 0 (0.0, 84.2) 2 (2.4) (0.3, 8.5) 
Fatigue 1 (50.0) (1.3, 98.7) 4 (4.9) (1.3, 12.0) 
Pyrexia 0 (0.0, 84.2) 5 (6.1) (2.0, 13.7) 
Chills 1 (50.0) (1.3, 98.7) 2 (2.4) (0.3, 8.5) 
Pain 0 (0.0, 84.2) 3 (3.7) (0.8, 10.3) 
Injection site rash 0 (0.0, 84.2) 1 (1.2) (0.0, 6.6) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE 0 (0.0, 84.2) 3 (3.7) (0.8, 10.3) 
DISORDERS 
Myalgia 0 (0.0, 84.2) 3 (3.7) (0.8, 10.3) 
Pain in extremity 0 (0.0, 84.2) 1 (1.2) (0.0, 6.6) 
NERVOUS SYSTEM DISORDERS 1 (50.0) (1.3, 98.7) 3 (3.7) (0.8, 10.3) 
Headache 1 (50.0) (1.3, 98.7) 3 (3.7) (0.8, 10.3) 


Note: MedDRA (v25.1) coding-éictionary applied. 

a. N=number of subjects<ix’the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at leagt-l occurrence of any adverse event. 

c. Exact 2-sided Ckbased on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 19MAY2023 
(04:27) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_eth 
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14.102. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term = 
Phase 2/3 — HIV-Positive Subjects Who Received Booster Dose of BNT162b2 (3@Nig) as 
Part of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as 
Administered) 


BNT162b2 (30 pg) 


216 Years 
(N?=98) 
System Organ Class n> (%) (95% CI*) 
Preferred Term 
Any adverse event 11 (11.2) (5.7, 19.2) 
EYE DISORDERS 1 (1.0) (0.0, 5.6) 
Eyelid ptosis 1 (1.0) (0.0, 5.6) 
GASTROINTESTINAL DISORDERS 2 (2.0) (0.2, 7.2) 
Abdominal pain 1 (1.0) (0.0, 5.6) 
Dyspepsia 1 (1.0) (0.0, 5.6) 
Nausea 1 (1.0) (0.0, 5.6) 
GENERAL DISORDERS AND ADMINISTRATION SESE CONDITIONS 7 (7.1) (2.9, 14.2) 
Chills 3 3.1) (0.6, 8.7) 
Fatigue 3 (3.1) (0.6, 8.7) 
Injection site pain 3 (3.1) (0.6, 8.7) 
Pyrexia 2 (2.0) (0.2, 7.2) 
Injection site hyperaesthesia 1 (1.0) (0.0, 5.6) 
INFECTIONS AND INFESTATIONS. 1 (1.0) (0.0, 5.6) 
Sepsis 1 (1.0) (0.0, 5.6) 
NERVOUS SYSTEM DISORDERS 1 (1.0) (0.0, 5.6) 
Bell's palsy 1 (1.0) (0.0, 5.6) 
RENAL AND URINARY BISORDERS 1 (1.0) (0.0, 5.6) 
Acute kidney injury 1 (1.0) (0.0, 5.6) 


Note: MedDRA (v23/1) coding dictionary applied. 

a. N=number‘ef subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Numbéf of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exaet2-sided CI, based on the Clopper and Pearson method. 

PFIZERSCONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03;0Y) 

(Lyatabase Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_p23_d3_hiv 
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14.103. Number (“) of Subjects Reporting at Least 1 Adverse Event From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term — 
Phase 3 — BNT162b2-Naive Subjects Assigned to Receive BNT162b2sa Who Received 
Booster Dose of BNT162b2 (30 1g) — Booster Safety Population 


Vaccine Grouy{as 
Administered) 


BNT16262 (30 1g) 


(N?=236) 
System Organ Class n> (°%) (95% CI) 
Preferred Term 
Any adverse event 27 (11.4) (7.7, 16.2) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.4) (0.0, 2.3) 
Lymph node pain 1 (0.4) (0.0, 2.3) 
GASTROINTESTINAL DISORDERS 2 (0.8) (0.1, 3.0) 
Nausea 2 (0.8) (0.1, 3.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIGNS 23 (9.7) (6.3, 14.3) 
Injection site pain 11 (4.7) (2.3, 8.2) 
Fatigue 9 (3.8) (1.8, 7.1) 
Pain 5 (2.1) (0.7, 4.9) 
Pyrexia 5 (2.1) (0.7, 4.9) 
Chills 4 (1.7) (0.5, 4.3) 
Injection site swelling 2 (0.8) (0.1, 3.0) 
INFECTIONS AND INFESTATIONS 1 (0.4) (0.0, 2.3) 
Urinary tract infection 1 (0.4) (0.0, 2.3) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 6 (2.5) (0.9, 5.5) 
Myalgia 4 (1.7) (0.5, 4.3) 
Arthralgia 1 (0.4) (0.0, 2.3) 
Joint swelling 1 (0.4) (0.0, 2.3) 
NERVOUS SYSTEM DISORDERS 4 (1.7) (0.5, 4.3) 
Headache 4 (1.7) (0.5, 4.3) 


Note: MedDRA (v25.1) egding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of@nbjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reportingat least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONPIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:01) 

(Databasé Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_na_d3 
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14.104. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) asPart 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=825) (N?=22470) 
System Organ Class n> (%) (95% CI’) n> (%) (95% CI) 
Preferred Term 
Any adverse event 139 (16.8) (144519.6) 3377 (15.0) (14.6, 15.5) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 7 (0.8) (0.3, 1.7) 349 (1.6) (1.4, 1.7) 
Lymphadenopathy 7 (0.8) (0.3, 1.7) 344 (1.5) (1.4, 1.7) 
Lymph node pain 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Palpitations Uy) (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
Tachycardia 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Ventricular extrasystoles 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.4) 6 (0.0) (0.0, 0.1) 
Tinnitus 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Vertigo 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Ear discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Middle ear effusion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Vertigo positional 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
EYE DISORDERS 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Conjunctival haemorrhage 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Eye pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 12 (1.5) (0.8, 2.5) 161 (0.7) (0.6, 0.8) 
Nausea 9 (1.1) (0.5, 2.1) 89 (0.4) (0.3, 0.5) 
Diarrhoea 0 (0.0, 0.4) 57 (0.3) (0.2, 0.3) 
Vomiting 5 (0.6) (0.2, 1.4) 32 (0.1) (0.1, 0.2) 
Abdominal pain 1 (0.1) (0.0, 0.7) 3 (0.0) (0.0, 0.0) 
Abdominal pain upper 1 (0.1) (0.0, 0.7) 1 (0.0) (0.0, 0.0) 
Abdominal discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Constipation 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Food poisoning 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastritis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Lip dry 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Lip oedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Retching 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION 129 (15.6) (13.2, 18.3) 2910 (13.0) (12.5, 13.4) 
SITE CONDITIONS 
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14.104. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N*=825) (N?=22470) 
System Organ Class n> (%) (95% CI‘) n?(%) (95% CI‘) 
Preferred Term 
Injection site pain 65 (7.9) (6.1, 9.9) 1678 (7.5) (7.1, 7.8) 
Fatigue 61 (7.4) (5.7, %&) 855 (3.8) (3.6, 4.1) 
Pyrexia 28 (3.4) (2,3™.9) 665 (3.0) (2.7, 3.2) 
Chills 22 (2.7) «07, 4.0) 443 (2.0) (1.8, 2.2) 
Pain 24 (2.9) (1.9, 4.3) 352 (1.6) (1.4, 1.7) 
Asthenia 0 (0.0, 0.4) 81 (0.4) (0.3, 0.4) 
Malaise 3 (0.4) (0.1, 1.1) 76 (0.3) (0.3, 0.4) 
Injection site erythema 4(@5) (0.1, 1.2) 42 (0.2) (0.1, 0.3) 
Injection site swelling 0 (0.0, 0.4) 37 (0.2) (0.1, 0.2) 
Axillary pain 1 (0.1) (0.0, 0.7) 25 (0.1) (0.1, 0.2) 
Vaccination site pain 0 (0.0, 0.4) 15 (0.1) (0.0, 0.1) 
Injection site lymphadenopathy 0 (0.0, 0.4) 10 (0.0) (0.0, 0.1) 
Injection site pruritus 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Injection site warmth 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Localised oedema 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
Swelling 0 (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
Feeling abnormal 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Injection site mass 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Vaccination site lymphadenopathy 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Chest pain 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site bruising 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site induration 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site oedéiaa 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site rash 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Injection site,reaction 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Vaccination site swelling 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Faciabpain 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Feeting hot 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Inflammation 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Injection site inflammation 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Injection site irritation 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Vaccination site oedema 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Application site erythema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Face oedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Illness 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Influenza like illness 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
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14.104. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N*=825) (N?=22470) 
System Organ Class n> (%) (95% CI*) n?(%) (95% CI‘) 
Preferred Term 
Injection site discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injection site haematoma 0 (0.0, 04) 1 (0.0) (0.0, 0.0) 
Injection site nodule 0 (0,600.4) 1 (0.0) (0.0, 0.0) 
Injection site vesicles 0 «0, 0.4) 1 (0.0) (0.0, 0.0) 
Non-cardiac chest pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Thirst 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Vaccination site erythema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
IMMUNE SYSTEM DISORDERS § (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
Immunisation reaction 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Hypersensitivity 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Cellulitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Rhinitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Staphylococcal infection 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
COMPLICATIONS 
Maternal exposure during breast feeding 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Vaccination complication 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Contusion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INVESTIGATIONS 0 (0.0, 0.4) 57 (0.3) (0.2, 0.3) 
Body temperature increased 0 (0.0, 0.4) 54 (0.2) (0.2, 0.3) 
Heart rate increased 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Cardiac murmur 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 0 (0.0, 0.4) 12 (0.1) (0.0, 0.1) 
Decreasecnippetite 0 (0.0, 0.4) 11 (0.0) (0.0, 0.1) 
Increased appetite 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
MUSG@SLOSKELETAL AND CONNECTIVE TISSUE 18 (2.2) (1.3, 3.4) 571 (2.5) (2.3, 2.8) 
DISORDERS 
Myalgia 13 (1.6) (0.8, 2.7) 473 (2.1) (1.9, 2.3) 
Pain in extremity 6 (0.7) (0.3, 1.6) 46 (0.2) (0.1, 0.3) 
Arthralgia 0 (0.0, 0.4) 45 (0.2) (0.1, 0.3) 
Back pain 0 (0.0, 0.4) 6 (0.0) (0.0, 0.1) 
Musculoskeletal pain 0 (0.0, 0.4) 6 (0.0) (0.0, 0.1) 
Neck pain 0 (0.0, 0.4) 6 (0.0) (0.0, 0.1) 
Musculoskeletal chest pain 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
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14.104. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=825) (N?=22470) 
System Organ Class n> (%) (95% CI*) n?(%) (95% CI‘) 
Preferred Term 
Muscular weakness 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Musculoskeletal stiffness 0 (0.0, 04) 3 (0.0) (0.0, 0.0) 
Axillary mass 0 (0,600.4) 2 (0.0) (0.0, 0.0) 
Muscle spasms 0 «0, 0.4) 2 (0.0) (0.0, 0.0) 
Synovial cyst 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Arthritis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Bursitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Musculoskeletal discomfort @ (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Neck mass 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 49 (5.9) (4.4, 7.8) 589 (2.6) (2.4, 2.8) 
Headache 47 (5.7) (4.2, 7.5) 550 (2.4) (2.2, 2.7) 
Dizziness 2 (0.2) (0.0, 0.9) 20 (0.1) (0.1, 0.1) 
Lethargy 0 (0.0, 0.4) 12 (0.1) (0.0, 0.1) 
Syncope 1 (0.1) (0.0, 0.7) 4 (0.0) (0.0, 0.0) 
Paraesthesia 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Migraine 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Psychomotor hyperactivity 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Somnolence 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Hyperaesthesia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Hypoaesthesia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Presyncope 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Taste disorder 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Tremor 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
PREGNANCY, RYERPERIUM AND PERINATAL 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
CONDITIONS 
Abortiox_spontaneous 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
PSYCHEATRIC DISORDERS 2 (0.2) (0.0, 0.9) 8 (0.0) (0.0, 0.1) 
Insomnia 1 (0.1) (0.0, 0.7) 3 (0.0) (0.0, 0.0) 
Anxiety 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Depression 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Disorientation 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Irritability 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Mental fatigue 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Nightmare 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
RENAL AND URINARY DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pollakiuria 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
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14.104. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N*=825) (N?=22470) 
System Organ Class n> (%) (95% CI*) n?(%) (95% CI*) 
Preferred Term 
REPRODUCTIVE SYSTEM AND BREAST 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
DISORDERS 
Breast pain 0 (0,600.4) 1 (0.0) (0.0, 0.0) 
Cervical bulla 0 «0, 0.4) 1 (0.0) (0.0, 0.0) 
Menstruation irregular 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL 1 (0.1) (0.0, 0.7) 15 (0.1) (0.0, 0.1) 
DISORDERS 
Nasal congestion 1@I) (0.0, 0.7) 4 (0.0) (0.0, 0.0) 
Rhinorrhoea 0 (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
Cough 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Dyspnoea 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Oropharyngeal pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Paranasal sinus discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Sinus congestion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Throat tightness 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUEGISORDERS 1 (0.1) (0.0, 0.7) 45 (0.2) (0.1, 0.3) 
Hyperhidrosis 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Rash 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Night sweats 0 (0.0, 0.4) 6 (0.0) (0.0, 0.1) 
Erythema 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Pruritus 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Rash maculo-papulat 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Urticaria 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Angioedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Blister 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cold sweat 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pain 6fskin 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
PH@tosensitivity reaction 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Rash erythematous 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Rash papular 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Sensitive skin 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Skin lesion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Skin oedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
Flushing 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Hot flush 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
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14.104. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=825) (N*=22470) 
System Organ Class n> (%) (95% CI‘) n(%) (95% CI‘) 
Preferred Term 
Lymphoedema 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 


Hypertension 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominztor for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16340) Seurce Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: ./ndaz’_unbiinded/C4591001_CSR/adae_s130_rel_p23_d3 
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14.105. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 3 — BNT162b2-Naive Subjects Assigned to Receive BNT162b2sa Wiio 
Received Booster Dose of BNT162b2 (30 pg) — Booster Safety Population 


Vaccine Group (as 
Administered) 


BNT162b2 (30 ng) 


(N*=236) 
System Organ Class n® (%) (95% CI°) 
Preferred Term 
Any adverse event 25 (10.6) (7.0, 15.2) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.4) (0.0, 2.3) 
Lymph node pain 1 (0.4) (0.0, 2.3) 
GASTROINTESTINAL DISORDERS 2 (0.8) (0.1, 3.0) 
Nausea 2 (0.8) (0.1, 3.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE@ONDITIONS 23 (9.7) (6.3, 14.3) 
Injection site pain 11 (4.7) (2.3, 8.2) 
Fatigue 9 (3.8) (1.8, 7.1) 
Pain 5 (2.1) (0.7, 4.9) 
Pyrexia 5 (2.1) (0.7, 4.9) 
Chills 4 (1.7) (0.5, 4.3) 
Injection site swelling 2 (0.8) (0.1, 3.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 5 (2.1) (0.7, 4.9) 
Myalgia 4 (1.7) (0.5, 4.3) 
Arthralgia 1 (0.4) (0.0, 2.3) 
NERVOUS SYSTEM DISORDERS 4 (1.7) (0.5, 4.3) 
Headache 4 (1.7) (0.5, 4.3) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subject9 in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subiects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sidedGyf, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY2023 
(03:09) 

(Database Shapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_rel_na_d3 
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14.106. Number (“) of Subjects Reporting at Least 1 Immediate Adverse Event Aftex 
Booster Dose, by System Organ Class and Preferred Term — Phase 2/3 — Subjects. Who 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 = 
Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 ng) 


12-15 Years >16 Years 
(N?=825) (N#=22470) 
System Organ Class n>(%) = (95% CF) n> (%) (95% CI‘) 
Preferred Term 
Any adverse event 3 (0.4) (0.1, 1.1) 84 (0.4) (0.3, 0.5) 
GASTROINTESTINAL DISORDERS 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Nausea 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Paraesthesia oral 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE 3 (0.4) (0.1, 1.1) 33 (0.1) (0.1, 0.2) 
CONDITIONS 
Injection site pain 2 (0.2) (0.0, 0.9) 26 (0.1) (0.1, 0.2) 
Fatigue 1 (0.1) (0.0, 0.7) 6 (0.0) (0.0, 0.1) 
Asthenia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Chest pain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injection site erythema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Injection site induration 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDUR@EL COMPLICATIONS 0 (0.0, 0.4) 31 (0.1) (0.1, 0.2) 
Exposure during pregnancy 0 (0.0, 0.4) 20 (0.1) (0.1, 0.1) 
Maternal exposure during breast feeding 0 (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Maternal exposure during pregnancy 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND@ONNECTIVE TISSUE 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
DISORDERS 
Arthralgia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Myalgia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 0 (0.0, 0.4) 11 (0.0) (0.0, 0.1) 
Headache 0 (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
Dizziness* 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Paraesthesia 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Throat tightness 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Erythema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pruritus 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Hypertension 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
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14.106. Number (“) of Subjects Reporting at Least 1 Immediate Adverse Event After 
Booster Dose, by System Organ Class and Preferred Term — Phase 2/3 — Subjects Whe 
Received Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 18 — 
Booster Safety Population 


Vaccine Group (as Administerét!) 


BNT162b2 (30 pg) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n>(%) (95% CI*) n> (%) (95% CI°) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator forthe percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event.For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source:Bata: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/-4591001_CSR/adae_s130_imm_p23_d3 
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14.107. Number (“) of Subjects Reporting at Least 1 Severe Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) asPart 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2<30 1g) 


12-15 Years 216 Years 
(N*=825) (N*=22470) 
System Organ Class n>(%) (95%CI) =n? (%) = (95% CI) 
Preferred Term 
Any adverse event 6 (0.4) (0.3, 1.6) 90 (0.4) (0.3, 0.5) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS ) (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Lymphadenopathy 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
Coronary artery disease 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Acute coronary syndrome 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Angina pectoris 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Atrioventricular block 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cardiac failure 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Deafness neurosensory 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 0 (0.0, 0.4) 10 (0.0) (0.0, 0.1) 
Abdominal pain upper 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Colitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Diarrhoea 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Dysphagia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Mouth ulceration 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Nausea 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Rectal haemorthage 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Small intestenal obstruction 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Volvulus 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GENERA DISORDERS AND ADMINISTRATION SITE 3 (0.4) (0.1, 1.1) 27 (0.1) (0.1, 0.2) 
CONDSTIONS 
Pyrexia 3 (0.4) (0.1, 1.1) 9 (0.0) (0.0, 0.1) 
Chills 0 (0.0, 0.4) 10 (0.0) (0.0, 0.1) 
Injection site pain 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 
Pain 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Fatigue 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Asthenia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Chest discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gait disturbance 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
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14.107. Number (“) of Subjects Reporting at Least 1 Severe Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administ¢¢ed) 


BNT162b2 (30 ng 


12-15 Years 216 Years 
(N*=825) (N?=22470) 
System Organ Class m>(%) (95% CINY nP(%) (95% CI*) 
Preferred Term 
Malaise 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Vaccination site lymphadenopathy 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISORDERS 0 (0.0, 0.4) 4 (0.0) (0.0, 0.0) 


Dp 


Alcoholic liver disease (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0,0.4) 1(0.0) (0.0, 0.0) 
(0.0,0.4)  1(0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0,0.4)  6(0.0) — (0.0, 0.1) 
(0.0,0.4)  1(0.0) — (0.0, 0.0) 
(0.0,0.4) 1(0.0) (0.0, 0.0) 
(0.0,0.4) 1(0.0) — (0.0, 0.0) 
(0.0,0.4)  1(0.0) — (0.0, 0.0) 
(0.0,0.4) 1(0.0) — (0.0, 0.0) 
(0.0,0.4) 1(0.0) (0.0, 0.0) 
(0.0,0.4)  1(0.0) (0.0, 0.0) 
(0.0,0.4) 7(0.0) (0.0, 0.1) 
(0.0,0.4)  2(0.0) — (0.0, 0.0) 
(0.0,0.4) 1(0.0) — (0.0, 0.0) 
(0.0,0.4)  1(0.0) (0.0, 0.0) 
(0.0,0.4)  1(0.0) — (0.0, 0.0) 
(0.0,0.4)  1(0.0) — (0.0, 0.0) 
(0.0,0.4) 1(0.0) — (0.0, 0.0) 
(0.0,0.4)  1(0.0) — (0.0, 0.0) 
(0.0,0.4)  2(0.0) (0.0, 0.0) 
(0.0,0.4)  1(0.0) (0.0, 0.0) 


Cholecystitis acute 
Hepatic cirrhosis 
Hyperbilirubinaemia neonatal 


INFECTIONS AND INFESTATIONS 
Appendicitis 
Cellulitis 
Complicated appendicitis 
Focal peritonitis 
Gastroenteritis norovirus 
Pneumonia 
Pyelonephritis acute 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 
Cervical vertebral fracture 
Ankle fracture 
Overdose 
Radius fracture 
Road traffic accident 
Tendon injury 
Wrist fracture 
METABOLISM AND NUTRITION DISORDERS 
Hypoglycaemia neonatal 


SSO OS OS SS SS Oo OS POS Se ID? SO a SD PO OD SS “OOS OS OS 


Hypongtraemia (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
MUSG@SLOSKELETAL AND CONNECTIVE TISSUE DISORDERS (0.0, 0.4) 10(0.0) = (0.0, 0.1) 
Myalgia (0.0, 0.4) 5 (0.0) (0.0, 0.1) 
Arthralgia (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Back pain (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Kyphosis (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Muscular weakness (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Neck pain (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL (0.0, 0.4) 6 (0.0) (0.0, 0.1) 
CYSTS AND POLYPS) 
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14.107. Number (“) of Subjects Reporting at Least 1 Severe Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administ¢¢ed) 


BNT162b2 (30 ng 


12-15 Years 216 Years 

(N?=825) (N?=22470) 
System Organ Class n’(%) (95% CIYL n’(%) (95% CI) 

Preferred Term 
Adenocarcinoma of colon 0 (Q.0, 0.4) 1 (0.0) (0.0, 0.0) 
Colon cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastrointestinal stromal tumour 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
@ 


Intraductal proliferative breast lesion (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Invasive breast carcinoma 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Prostate cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 0 (0.0, 0.4) 18 (0.1) (0.0, 0.1) 
Headache 0 (0.0, 0.4) 12(0.1) (0.0, 0.1) 
Cerebrovascular accident 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Dizziness 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Haemorrhage intracranial 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Presyncope 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Sciatica 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Syncope 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 2(0.2) (0.0, 0.9) 3 (0.0) (0.0, 0.0) 
Depression 2(0.2) (0.0, 0.9) 0 (0.0, 0.0) 
Acute stress disorder 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Aggression 1(0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Disorientation 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Psychiatric decompensatian 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Suicidal ideation 1(0.1) = (0.0, 0.7) 0 (0.0, 0.0) 
RENAL AND URINARY DISORDERS 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Nephrolithiasis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Renal colic 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
REPRODUC®NVE SYSTEM AND BREAST DISORDERS 1(0.1) = (0.0, 0.7) 0 (0.0, 0.0) 
Dysmenorrhoea 1(0.1) = (0.0, 0.7) 0 (0.0, 0.0) 
RESPIRATORY, THORACIC AND MEDIASTINAL DISORDERS 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Cough 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Pleural effusion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
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14.107. Number (“) of Subjects Reporting at Least 1 Severe Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administ¢éed) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N?=825) (N*=22470) 
System Organ Class m>(%) (95% CINY n(%) (95% CI*) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator forthe percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event-For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source:Data: adae Table Generation: OOMAY 2023 
(03:38) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded#4591001_CSR/adae_s130_sev_p23_d3 
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14.108. Number (%) of Subjects Reporting at Least 1 Life-Threatening Adverse Evert 
From Booster Dose to 1 Month After Booster Dose, by System Organ Class and 
Preferred Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2((30 
pg) as Part of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2430 1g) 


12-15 Years >16 Years 
(N*=825) (N*=22470) 
System Organ Class n>(%) (95% CI) nP(%) = (95% CI) 
Preferred Term 
Any adverse event 1(04) (0.0, 0.7) 6 (0.0) (0.0, 0.1) 


HEPATOBILIARY DISORDERS 


Qa 


(0.0,0.4) 2(0.0) (0.0, 0.0) 


Biliary obstruction 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cholecystitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Appendicitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLIGATIONS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Road traffic accident 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSBECIFIED (INCL 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
CYSTS AND POLYPS) 
Adenocarcinoma pancreas 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Renal neoplasm 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Suicide attempt 1 (0.1) (0.0, 0.7) 0 (0.0, 0.0) 
SKIN AND SUBCUTANEOUSANSSUE DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Angioedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of stibjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting s$ieast 1 occurrence of any adverse event. 

c. Exact 2-sidewCI, based on the Clopper and Pearson method. 

PFIZER CONSIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:08) 

(Databas¢Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_It p23 _d3 
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14.109. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administ¢ted) 


BNT162b2 (30 ng 


12-15 Years 216 Years 
(N?=825) (N?=22470) 
System Organ Class n’(%) (95% CIYL n’(%) (95% CI) 
Preferred Term 
Any adverse event 2 (0.2) (6.0, 0.9) 65 (0.3) (0.2, 0.4) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Splenic vein thrombosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS D (0.0, 0.4) 9 (0.0) (0.0, 0.1) 
Acute coronary syndrome 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Angina pectoris 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Atrial fibrillation 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Atrioventricular block 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cardiac failure 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Coronary artery disease 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Deafness neurosensory 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 0 (0.0, 0.4) 7 (0.0) (0.0, 0.1) 
Abdominal pain upper 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Colitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Dysphagia 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Rectal haemorrhage 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Small intestinal obst@ction 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Volvulus 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
CONDITIONS, 
Chest discomfort 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Chestpain 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
HEPA®OBILIARY DISORDERS 0 (0.0, 0.4) 8 (0.0) (0.0, 0.1) 
Cholecystitis acute 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Alcoholic liver disease 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Biliary obstruction 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cholecystitis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Hepatic cirrhosis 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Hepatitis acute 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Hyperbilirubinaemia neonatal 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Jaundice cholestatic 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


PFIZER CONFIDENTIAL 


Page 523 


Final Full Clinical Study Report 
Protocol C4591001 


0901 77e19e2baf81\Approved\Approved On: 31-Jul-2023 07:57 (GMT) 


14.109. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administ¢ted) 


BNT162b2 (30 ng 


12-15 Years 216 Years 

(N*=825) (N?=22470) 
System Organ Class m>(%) (95% CINY nP(%) (95% CI*) 

Preferred Term 

INFECTIONS AND INFESTATIONS 0 (0.0, 0.4) 11(0.0) —_(0.0, 0.1) 
Appendicitis 0 (0.0, 0.4) 3 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Cellulitis @ (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Complicated appendicitis (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 6 (0.0) (0.0, 0.1) 
(0.0, 0.4) 2 (0.0) (0.0, 0.0) 
(0.0, 0.4) 2 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 
(0.0, 0.4) 2 (0.0) (0.0, 0.0) 
(0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Diverticulitis 
Focal peritonitis 
Gastroenteritis norovirus 
Osteomyelitis 
Pneumonia 
Pyelonephritis acute 
Wound infection 
INJURY, POISONING AND PROCEDURAL CQMPLICATIONS 
Cervical vertebral fracture 
Road traffic accident 
Ankle fracture 
Exposure during pregnancy 
Overdose 
METABOLISM AND NUTRITION DISORDERS 
Hypoglycaemia neonatal 


oooocicccUCcOocUcCcOCcCCOCUCcCOCUCCOCcUCcCOCUCcOCCcCOCCOCcCcCOCUCcCCOCcUCcCOCCLcOlCUcSo 


Hyponatraemia (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAIYAND CONNECTIVE TISSUE DISORDERS (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
Back pain (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Kyphosis (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NEOPLASMS-BENIGN, MALIGNANT AND UNSPECIFIED (INCL (0.0, 0.4) 10(0.0) = (0.0, 0.1) 
CYSTS AND POLYPS) 
Adefiécarcinoma of colon 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma pancreas 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Colon cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Gastrointestinal stromal tumour 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Invasive breast carcinoma 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Prostate cancer 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Renal neoplasm 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
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14.109. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Paxt 
of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administ¢ted) 


BNT162b2 (30 ng 


12-15 Years 216 Years 
(N?=825) (N*=22470) 
System Organ Class m>(%) (95% CINY nP(%) (95% CI*) 


Preferred Term 


NERVOUS SYSTEM DISORDERS 


Cerebrovascular accident 


@.0,0.4)  7(0.0) (0.0, 0.1) 
(0.0,0.4)  2(0.0) (0.0, 0.0) 
(0.0,0.4)  1(0.0) — (0.0, 0.0) 
(0.0,0.4)  1(0.0) (0.0, 0.0) 
0 (0.0,0.4) 1(0.0) — (0.0, 0.0) 
0 (0.0,0.4)  1(0.0) — (0.0, 0.0) 
Seizure 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIGNS 0 (0.0, 0.4) 2 (0.0) (0.0, 0.0) 
0 
0 
0 


oo eo 


Haemorrhage intracranial 


oD 


Hepatic encephalopathy 
Intracranial aneurysm 


Neuropathy peripheral 


(0.0,0.4) 1(0.0) — (0.0, 0.0) 
(0.0,0.4)  1(0.0) — (0.0, 0.0) 


Abortion spontaneous 
Gestational hypertension 


PSYCHIATRIC DISORDERS 2(0.2) (0.0, 0.9) 2 (0.0) (0.0, 0.0) 
Alcohol abuse 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Anxiety 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Depression 1(0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Suicidal ideation 1(0.1) (0.0, 0.7) 0 (0.0, 0.0) 
Suicide attempt 1(0.1) = (0.0, 0.7) 0 (0.0, 0.0) 

RENAL AND URINARY DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Renal colic 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOU TISSUE DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Angioedema 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 

0 


Aortic aneurysm (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Note: MedDRAMv25.1) coding dictionary applied. 

a. N=nwufober of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjectsreporting at least 1 occurrence of any adverse event. 

c. .. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFEZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3 
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14.110. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT462b2 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Age Group: 12- 
15 Years 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


(N*=825) 

System Organ Class n> (%) (95% CI) 
Preferred Term 

Any adverse event 2 (0.2) (0.0, 0.9) 

PSYCHIATRIC DISORDERS 2 (0.2) (0.0, 0.9) 
Depression 1 (0.1) (0.0, 0.7) 
Suicidal ideation 1 (0.1) (0.0, 0.7) 
Suicide attempt 1 (0.1) (0.0, 0.7) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This@alue ithe denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrerice af\the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse’ event: 

c. Exact 2-sided CI, based on the Clopper and Pearsonmethod. 

PFIZER CONFIDENTIAL SDTM Creation: 19@MARZ023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output Fate: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_age 
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14.111. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Age Group: 16- 
55 Years 


Vaccine Group (as 
Administered) 


BNT162b2 (30 pg) 


(N*=12834) 
System Organ Class n? (%) (95% CI*) 
Preferred Term 
Any adverse event 28 (0.2) (0.1, 0.3) 
CARDIAC DISORDERS 2 (0.0) (0.0, 0.1) 
Atrioventricular block 1 (0.0) (0.0, 0.0) 
Myocarditis 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 2 (0.0) (0.0, 0.1) 
Colitis 1 (0.0) (0.0, 0.0) 
Volvulus 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATIONSITE-CONDITIONS 1 (0.0) (0.0, 0.0) 
Chest discomfort 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISORDERS 4 (0.0) (0.0, 0.1) 
Cholecystitis acute 2 (0.0) (0.0, 0.1) 
Cholecystitis 1 (0.0) (0.0, 0.0) 
Hyperbilirubinaemia neonatal 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 6 (0.0) (0.0, 0.1) 
Appendicitis 2 (0.0) (0.0, 0.1) 
Cellulitis 1 (0.0) (0.0, 0.0) 
Pneumonia 1 (0.0) (0.0, 0.0) 
Pyelonephritis acute 1 (0.0) (0.0, 0.0) 
Wound infection 1 (0.0) (0.0, 0.0) 
INJURY, POISONINGAND PROCEDURAL COMPLICATIONS 5 (0.0) (0.0, 0.1) 
Cervical vertebral fracture 2 (0.0) (0.0, 0.1) 
Road traffic actident 1 (0.0) (0.0, 0.0) 
Ankle fraetire 1 (0.0) (0.0, 0.0) 
Exposure’ during pregnancy 1 (0.0) (0.0, 0.0) 
Overdose 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 1 (0.0) (0.0, 0.0) 
Hypoglycaemia neonatal 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 1 (0.0) (0.0, 0.0) 
Back pain 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL CYSTS AND 2 (0.0) (0.0, 0.1) 
POLYPS) 
Intraductal proliferative breast lesion 1 (0.0) (0.0, 0.0) 
Invasive breast carcinoma 1 (0.0) (0.0, 0.0) 
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14.111. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT16282 
(30 pg) as Part of Protocol Amendment 18 — Booster Safety Population Age Group? 16- 
55 Years 


Vaccine Group (as 
Admijiistered) 


BNT162b2 (30 pg) 


(N*=12834) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
NERVOUS SYSTEM DISORDERS 1 (0.0) (0.0, 0.0) 
Intracranial aneurysm 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 2 (0.0) (0.0, 0.1) 
Abortion spontaneous 1 (0.0) (0.0, 0.0) 
Gestational hypertension 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 1 (0.0) (0.0, 0.0) 
Anxiety 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 1 (0.0) (0.0, 0.0) 
Angioedema 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied, 
a. N=number of subjects in the specified gretip. This~value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least} occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adyérse event. 

c. Exact 2-sided CI, based on the Clopper an@Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation;{0MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_age 
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14.112. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 
(30 pg) as Part of Protocol Amendment 18 — Booster Safety Population Age Group: 
>55 Years 


Vaccine Group (as 
Administered) 


BNT162b2 (30 pg) 


(N?=9636) 
System Organ Class n’ (%) (95% CI’) 
Preferred Term 
Any adverse event 37 (0.4) (0.3, 0.5) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS 1 (0.0) (0.0, 0.1) 
Splenic vein thrombosis 1 (0.0) (0.0, 0.1) 
CARDIAC DISORDERS 7 (0.1) (0.0, 0.1) 
Acute coronary syndrome 2 (0.0) (0.0, 0.1) 
Angina pectoris 1 (0.0) (0.0, 0.1) 
Atrial fibrillation 1 (0.0) (0.0, 0.1) 
Cardiac failure 1 (0.0) (0.0, 0.1) 
Coronary artery disease 1 (0.0) (0.0, 0.1) 
Supraventricular tachycardia 1 (0.0) (0.0, 0.1) 
EAR AND LABYRINTH DISORDERS 1 (0.0) (0.0, 0.1) 
Deafness neurosensory 1 (0.0) (0.0, 0.1) 
GASTROINTESTINAL DISORDERS 5 (0.1) (0.0, 0.1) 
Abdominal pain upper 1 (0.0) (0.0, 0.1) 
Dysphagia 1 (0.0) (0.0, 0.1) 
Gastrointestinal haemorrhage 1 (0.0) (0.0, 0.1) 
Rectal haemorrhage 1 (0.0) (0.0, 0.1) 
Small intestinal obstructigs 1 (0.0) (0.0, 0.1) 
GENERAL DISORDERS “ND ADMINISTRATION SITE CONDITIONS 1 (0.0) (0.0, 0.1) 
Chest pain 1 (0.0) (0.0, 0.1) 
HEPATOBILIARY@ISORDERS 4 (0.0) (0.0, 0.1) 
Alcoholic liverdisease 1 (0.0) (0.0, 0.1) 
Biliary obsiruction 1 (0.0) (0.0, 0.1) 
Hepati¢yirrhosis 1 (0.0) (0.0, 0.1) 
Hepatitis acute 1 (0.0) (0.0, 0.1) 
Jaundice cholestatic 1 (0.0) (0.0, 0.1) 
INFECTIONS AND INFESTATIONS 5 (0.1) (0.0, 0.1) 
Appendicitis 1 (0.0) (0.0, 0.1) 
Appendicitis perforated 1 (0.0) (0.0, 0.1) 
Complicated appendicitis 1 (0.0) (0.0, 0.1) 
Diverticulitis 1 (0.0) (0.0, 0.1) 
Focal peritonitis 1 (0.0) (0.0, 0.1) 
Gastroenteritis norovirus 1 (0.0) (0.0, 0.1) 
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14.112. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT16282 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Age Group; 


>55 Years 


System Organ Class 
Preferred Term 


Osteomyelitis 


INJURY, POISONING AND PROCEDURAL COMPLICATIONS 
Road traffic accident 


METABOLISM AND NUTRITION DISORDERS 


Hyponatraemia 


MUSCULOSKELETAL AND CONNECTIVE TISSUE DISQRDERS 
Kyphosis 
NEOPLASMS BENIGN, MALIGNANT AND UNSPEGIFIED@INCL CYSTS AND 
POLYPS) 
Adenocarcinoma of colon 
Adenocarcinoma pancreas 
Colon cancer 
Endometrial adenocarcinoma 
Gastrointestinal stromal tumour 
Papillary thyroid cancer 
Prostate cancer 
Renal neoplasm 
NERVOUS SYSTEM DISORDERS 
Cerebrovascular accident 
Haemorrhage intracranial 
Hepatic encephalopathy 
Neuropathy peripheral 
Seizure 
PSYCHIATRI@ DISORDERS 
Alcohokabuse 
RENAIaAND URINARY DISORDERS 
Rewval colic 
VASCULAR DISORDERS 
Aneurysm 
Aortic aneurysm 
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Vaccine Group (as 
Admijiistered) 


BNT162b2 (30 pg) 


(N*=9636) 

m’(%) (95% CI) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
8 (0.1) (0.0, 0.2) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
6 (0.1) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.112. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Age Group — Phase 2/3 — Subjects Who Received Booster Dose of BNT16282 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Age Group; 
>55 Years 


Vaccine Group (as 
Admijiistered) 


BNT162b2 (30 pg) 
(N?=9636) 
System Organ Class n> (%) (95% CI) 
Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator foxythe percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified eventCFor "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) SourceData: adae Table Generation: OOMAY2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_urblinded/4591001_CSR/adae_s130_sae_p23_d3_age 
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14.113. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2430 
pg) as Part of Protocol Amendment 18 — Booster Safety Population Race: White 


System Organ Class 
Preferred Term 


Any adverse event 


BLOOD AND LYMPHATIC SYSTEM DISORDERS 
Splenic vein thrombosis 


CARDIAC DISORDERS 
Acute coronary syndrome 
Angina pectoris 
Atrial fibrillation 
Atrioventricular block 
Cardiac failure 
Myocarditis 


Supraventricular tachycardia 


EAR AND LABYRINTH DISORDERS 
Deafness neurosensory 


GASTROINTESTINAL DISORDERS. 

Colitis 

Dysphagia 

Gastrointestinal haemorrhage 

Rectal haemorrhage 

Small intestinal obst@ction 

Volvulus 
GENERAL DISORDERS AND ADMINISTRATION SITE 
CONDITIONS. 

Chest pain 


HEPATGBILIARY DISORDERS 
ChOlecystitis acute 
Alcoholic liver disease 
Biliary obstruction 
Cholecystitis 
Hepatic cirrhosis 
Hepatitis acute 
Hyperbilirubinaemia neonatal 
Jaundice cholestatic 


INFECTIONS AND INFESTATIONS 


n> (%) 


QD 


ooococrclccmcrcrcclCcCOcCUcmcUC cOCCcOCcCOCUCOCCOCCcCcCcUcrCOCUCcOmUlUCO 


ooococooculclcOUhlUCSO 
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Vaccine Group (as Administered) 


BNT162b2430 1g) 


12-15 Years 


(N*=689) 


(95° CI’) 


(0.0, 0.8) 


(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 


(0.0, 0.5) 


(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 
(0.0, 0.5) 


(0.0, 0.5) 


>16 Years 
(N2=18869) 
nm (%) (95% CI) 
54 (0.3) (0.2, 0.4) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
8 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
6 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
7 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
1 (0.0) (0.0, 0.0) 
10 (0.1) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.113. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 
pg) as Part of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administ¢ted) 


BNT162b2 (30 ng 


12-15 Years 216 Years 

(N*=689) (N*=18869) 
System Organ Class n>(%) (95% CISL n>(%) (95% CI) 

Preferred Term 

Appendicitis 0 (0.0, 0.5) 3 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cellulitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Complicated appendicitis Q (0.0, 0.5) 1 (0.0) (0.0, 0.0) 


Diverticulitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Focal peritonitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Gastroenteritis norovirus 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Osteomyelitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Pyelonephritis acute 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Wound infection 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Cervical vertebral fracture 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Road traffic accident 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Ankle fracture 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Exposure during pregnancy 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Overdose 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION BISORDERS 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Hypoglycaemia neonatal 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hyponatraemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL ANIXCONNECTIVE TISSUE DISORDERS 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Back pain 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Kyphosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BESIGN, MALIGNANT AND UNSPECIFIED (INCL 0 (0.0, 0.5) 8 (0.0) (0.0, 0.1) 
CYSTS AND POLYPS) 
Adenocaréinoma of colon 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma pancreas 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Coldn*cancer 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Gastrointestinal stromal tumour 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Prostate cancer 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Renal neoplasm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Cerebrovascular accident 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Hepatic encephalopathy 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.113. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 
pg) as Part of Protocol Amendment 18 — Booster Safety Population Race: White 


Vaccine Group (as Administ¢ted) 


BNT162b2 (30 ng 


12-15 Years 216 Years 

(N*=689) (N*=18869) 
System Organ Class n>(%) (95% CISL n>(%) (95% CI) 

Preferred Term 

Intracranial aneurysm 0 (9,0, 0.5) 1 (0.0) (0.0, 0.0) 
Seizure 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Gestational hypertension y, (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS + (0.1) (0.0, 0.8) 1 (0.0) (0.0, 0.0) 
Anxiety (0) (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Suicidal ideation 1(0.1) (0.0, 0.8) 0 (0.0, 0.0) 
Suicide attempt 1 (0.1) (0.0, 0.8) 0 (0.0, 0.0) 
RENAL AND URINARY DISORDERS 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 


Renal colic 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Angioedema 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 

0 


Aortic aneurysm (0.0, 0.5) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictiopaty applied. 

Note: All others = American Indian @ Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects inghe specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjectseporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least /eccurrence of any adverse event. 

c. Exact 2-sided CI, h&sed on the Clopper and Pearson method. 

PFIZER CONFIDEN®#IAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 283APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_race 
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14.114. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (39 
pg) as Part of Protocol Amendment 18 — Booster Safety Population Race: Black;e? 
African American 


Vaccine Group (as Administered) 


BNT162b2¢30 pig) 


12-15 Years 216 Years 
(N*=38) (N?=1962) 
System Organ Class m>(%) (95% CI) uP (%) — (95% CI) 
Preferred Term 
Any adverse event 1(2.6.° (0.1, 13.8) 9 (0.5) (0.2, 0.9) 
CARDIAC DISORDERS 0 (0.0, 9.3) 1(0.1) (0.0, 0.3) 
Coronary artery disease 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
GASTROINTESTINAL DISORDERS 0 (0.0, 9.3) 1(0.1) (0.0, 0.3) 
Abdominal pain upper 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
GENERAL DISORDERS AND ADMINISTRATION SEK 0 (0.0, 9.3) 1(0.1) = (0.0, 0.3) 
CONDITIONS 
Chest discomfort 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
HEPATOBILIARY DISORDERS 0 (0.0, 9.3) 1(0.1) = (0.0, 0.3) 
Cholecystitis acute 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
INFECTIONS AND INFESTATIONS 0 (0.0, 9.3) 1(0.1) = (0.0, 0.3) 
Pneumonia 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 0 (0.0, 9.3) 1(0.1) = (0.0, 0.3) 
Road traffic accident 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 0 (0.0, 9.3) 1(0.1) (0.0, 0.3) 
CYSTS AND POLYPS) 
Intraductal proliferative breast lesion 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
NERVOUS SYSTEM DISORDERS 0 (0.0, 9.3) 2(0.1) (0.0, 0.4) 
Haemorrhage intractanial 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
Neuropathy peripheral 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 
PSYCHIATRIC DISORDERS 1(2.6) (0.1,13.8) 1(0.1) (0.0, 0.3) 
Alcohol aljuse 0 (0.0, 9.3) 1 (0.1) (0.0, 0.3) 


Depression 1(2.6) (0.1, 13.8) 0 (0.0, 0.2) 


Note: MéedDRA (v25.1) coding dictionary applied. 

NoteCAIl others = American Indian or Alaska native, Asian, Native Hawaiian or other Pacific Islander, multiracial, and not 
repofted race categories. 

“«/ N-=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n= Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_ d3_race 
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14.115. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 

Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Race — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (39 
pg) as Part of Protocol Amendment 18 — Booster Safety Population Race: All Others 


Vaccine Group (as Administered) 


BNT162b2 (3642) 


12-15 Years 216 Years 
(N?=98) (N*=1639) 
System Organ Class n’(%) (95% CIS n>(%) (95% CI) 
Preferred Term 
Any adverse event 0 (0.0, 3.7) 2 (0.1) (0.0, 0.4) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
CYSTS AND POLYPS) 
Invasive breast carcinoma 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 
Abortion spontaneous 0 (0.0, 3.7) 1 (0.1) (0.0, 0.3) 


Note: MedDRA (v25.1) coding dictionary applied. 

Note: All others = American Indian or Alaska native, Asftan, Native Hawaiian or other Pacific Islander, multiracial, and not 
reported race categories. 

a. N=number of subjects in the specified group. his.wvatue is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least lpeecurrente of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any@dverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10NEAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: .nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_race 
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14.116. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (89 pg) 
as Part of Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administered) 


BNT162b280 pg) 


12-15 Years 216 Years 
(N*=407) (N?=11267) 
System Organ Class n>(%) (95Y%EI) n> (%) (95% CI) 
Preferred Term 
Any adverse event 0 (0.0, 0.9) 29 (0.3) (0.2, 0.4) 


BLOOD AND LYMPHATIC SYSTEM DISORDERS 


Cy 


(0.0,0.9) 1(0.0) (0.0, 0.0) 


Splenic vein thrombosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 0 (0.0, 0.9) 7 (0.1) (0.0, 0.1) 
Acute coronary syndrome 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Angina pectoris 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Atrial fibrillation 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Coronary artery disease 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Supraventricular tachycardia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
EAR AND LABYRINTH DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Deafness neurosensory 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Abdominal pain upper 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS ANDADMINISTRATION SITE 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
CONDITIONS 
Chest discomfort 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISGRDERS 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Alcoholic liver disease 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Biliary obstruction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Jaundice ck6lestatic 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Appendicitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cellulitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Wound infection 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 0 (0.0, 0.9) 3 (0.0) (0.0, 0.1) 
Cervical vertebral fracture 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Road traffic accident 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Back pain 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
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14.116. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg} 
as Part of Protocol Amendment 18 — Booster Safety Population Sex: Male 


Vaccine Group (as Administ@ed) 


BNT162b2 (30 pn) 


12-15 Years 216 Years 
(N*=407) (N?=11267) 
System Organ Class n’(%) (95% CIVNY n?(%) (95% CI) 
Preferred Term 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 0 (Q0; 0.9) 5 (0.0) (0.0, 0.1) 
CYSTS AND POLYPS) 
Adenocarcinoma of colon 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Adenocarcinoma pancreas 5 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gastrointestinal stromal tumour 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Papillary thyroid cancer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Prostate cancer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 0 (0.0, 0.9) 6 (0.1) (0.0, 0.1) 
Cerebrovascular accident 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Haemorrhage intracranial 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Hepatic encephalopathy 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Neuropathy peripheral 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Seizure 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Anxiety 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
RENAL AND URINARY DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Renal colic 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of sybjécts in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of@ibjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting‘at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_sex 
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14.117. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30g) 
as Part of Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administered) 


BNT162b2 (30-42) 


12-15 Years 216 Years 
(N*=418) (N*=11203) 
System Organ Class m(%) (95%CKH n>(%) (95% CI) 
Preferred Term 
Any adverse event 2 (0.5) (0.1, 1.7) 36 (0.3) (0.2, 0.4) 
CARDIAC DISORDERS 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Atrioventricular block 9 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Cardiac failure 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 0 (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
Colitis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Dysphagia 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Rectal haemorrhage 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Small intestinal obstruction 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Volvulus 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
CONDITIONS 
Chest pain (0.0, 0.9) 1 (0.0) (0.0, 0.0) 


HEPATOBILIARY DISORDERS 
Cholecystitis acute 


(0.0,0.9)  6(0.1) (0.0, 0.1) 
(0.0,0.9)  2(0.0) (0.0, 0.1) 
(0.0,0.9) 1(0.0) (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 8(0.1) (0.0, 0.1) 
(0.0,0.9)  2(0.0) (0.0, 0.1) 
(0.0,0.9)  1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) (0.0, 0.0) 
(0.0,0.9) 3(0.0) (0.0, 0.1) 
(0.0,0.9) 1(0.0) (0.0, 0.0) 
(0.0,0.9)  1(0.0) — (0.0, 0.0) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 
(0.0,0.9)  2(0.0) (0.0, 0.1) 
(0.0,0.9) 1(0.0) — (0.0, 0.0) 


Cholecystitis 
Hepatic cirrhosis 
Hepatitis acute 
Hyperbilirubinaemia neonatal 
INFECTIONS AND INESSTATIONS 
Appendicitis 
Complicated appendicitis 
Diverticulitis 
Focal peritonitis 
Gastregriteritis norovirus 
Osteomyelitis 
Prreumonia 
Pyelonephritis acute 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 
Ankle fracture 
Exposure during pregnancy 
Overdose 


METABOLISM AND NUTRITION DISORDERS 
Hypoglycaemia neonatal 


oo occlchcUcCCUcCCOCUCcCCcUCcCCcCOCCOCCoOCUCOCCcOCUCcCOcUcUcOCUCUcCOCUCcCOCUCcO 
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14.117. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Sex — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg} 
as Part of Protocol Amendment 18 — Booster Safety Population Sex: Female 


Vaccine Group (as Administ¢ted) 


BNT162b2 (30 pg} 


12-15 Years 216 Years 
(N*=418) (N?=11203) 
System Organ Class n(%) (95% CIXY n’(%) = (95% CI) 
Preferred Term 
Hyponatraemia 0 (9.0, 0.9) 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Kyphosis 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL ) (0.0, 0.9) 5 (0.0) (0.0, 0.1) 
CYSTS AND POLYPS) 
Colon cancer 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Endometrial adenocarcinoma 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Intraductal proliferative breast lesion 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Invasive breast carcinoma 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Renal neoplasm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
NERVOUS SYSTEM DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Intracranial aneurysm 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
PREGNANCY, PUERPERIUM AND PERINATAL CONDITIONS 0 (0.0, 0.9) 2 (0.0) (0.0, 0.1) 
Abortion spontaneous 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Gestational hypertension 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 2(0.5) (0.1, 1.7) 1 (0.0) (0.0, 0.0) 
Alcohol abuse 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Depression 1(0.2) (0.0, 1.3) 0 (0.0, 0.0) 
Suicidal ideation 1(0.2) (0.0, 1.3) 0 (0.0, 0.0) 
Suicide attempt 1 (0.2) (0.0, 1.3) 0 (0.0, 0.0) 
SKIN AND SUBCUTANEOUS TISSUE DISORDERS 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 
Angioedema 0 (0.0, 0.9) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (¥25.1) coding dictionary applied. 

a. N=numbgy of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(0309) 

(@atabase Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_sex 
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Final Full Clinical Study Report 
Protocol C4591001 


14.118. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 


Hispanic/Latino 


System Organ Class 
Preferred Term 


Any adverse event 


CARDIAC DISORDERS 
Acute coronary syndrome 
Atrial fibrillation 


Supraventricular tachycardia 


EAR AND LABYRINTH DISORDERS 
Deafness neurosensory 


GASTROINTESTINAL DISORDERS 
Colitis 
Dysphagia 
Volvulus 
GENERAL DISORDERS AND ADMINISTRATION SITE 
CONDITIONS 
Chest pain 
HEPATOBILIARY DISORDERS 
Alcoholic liver disease 
Hepatitis acute 
Hyperbilirubinaemia@eonatal 
INFECTIONS AND,WNFESTATIONS 
Appendicitis 
Complicated/appendicitis 
Focal p&zitonitis 
Ostegmiyelitis 
Weand infection 


WOURY, POISONING AND PROCEDURAL COMPLICATIONS 


Cervical vertebral fracture 
Overdose 

METABOLISM AND NUTRITION DISORDERS 
Hypoglycaemia neonatal 


MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS 


Back pain 


Vaccine Group (as Ayiministered) 


BNT162b2 (30 pg) 


12-15 Years 
(N*=89)} 


n (%) 


a) 


ooocoococlcucmlCcCclcUcrcmcmUC cCOCUCcOcUcCOCUCcO 


oo coiccococlcUcCcOCOCCoCcCcCCOCCOCcUCcCCOCUCcCOCUCcCcUCcCOhlUlO 
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(835% CI) 


(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 


(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 
(0.0, 4.1) 


216 Years 
(N*=7489) 
n>(%) (95% CI‘) 
24 (0.3) (0.2, 0.5) 
4 (0.1) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
3 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
4 (0.1) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
2 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
1 (0.0) (0.0, 0.1) 
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Final Full Clinical Study Report 
Protocol C4591001 


14.118. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Ethnicity: 
Hispanic/Latino 


Vaccine Group (as Admiiistered) 


BNT162b2 (30%ig) 


12-15 Years 216 Years 
(N?=89) (N?=7489) 
System Organ Class n>(%) (95% GIY n> (%) (95% CI‘) 
Preferred Term 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 0 ¢0.0, 4.1) 2 (0.0) (0.0, 0.1) 


CYSTS AND POLYPS) 
Adenocarcinoma of colon (0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 2 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 
(0.0, 4.1) 1 (0.0) (0.0, 0.1) 


Endometrial adenocarcinoma 
NERVOUS SYSTEM DISORDERS 
Hepatic encephalopathy 
Intracranial aneurysm 
PSYCHIATRIC DISORDERS 
Anxiety 
RENAL AND URINARY DISORDERS 
Renal colic 


SKIN AND SUBCUTANEOUS TISSUE DISORDERS 
Angioedema 


Note: MedDRA (v25.1) coding dictionary.applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subjects reportingat‘least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 19MAY 2023 
(04:43) 

(Database Snapshot Date: Z8APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_eth 


oo coclcUclcCCUCcCOCUCcOCUCcCOlLlUlUCCK LD 
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14.119. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT16282 
(30 pg) as Part of Protocol Amendment 18 — Booster Safety Population Ethnicity:“Non- 
Hispanic/Non-Latino 


Vaccine Group (as Administered) 


BNT162b2430 pg) 


12-15 Years 216 Years 

(N?=734) (N*=14899) 
System Organ Class n?(%) (959RCI*) n> (%) = (95% CI) 

Preferred Term 

Any adverse event 2 (0.3) (0.0, 1.0) 41 (0.3) (0.2, 0.4) 
BLOOD AND LYMPHATIC SYSTEM DISORDERS a (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Splenic vein thrombosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
CARDIAC DISORDERS 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Angina pectoris 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Atrioventricular block 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cardiac failure 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Coronary artery disease 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Myocarditis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
GASTROINTESTINAL DISORDERS 0 (0.0, 0.5) 4 (0.0) (0.0, 0.1) 
Abdominal pain upper 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Gastrointestinal haemorrhage 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Rectal haemorrhage 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Small intestinal obstruction 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
GENERAL DISORDERS AND ADMINISTRATION SITE 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 


CONDITIONS 


(0.0,0.5) 1(0.0) — (0.0, 0.0) 
(0.0,0.5) 1(0.0) — (0.0, 0.0) 
(0.0,0.5) 1(0.0) — (0.0, 0.0) 
(0.0,0.5)  4(0.0) (0.0, 0.1) 
(0.0,0.5) 1(0.0) — (0.0, 0.0) 


Gastroenteritis norovirus 
Pneumonia 
Pyelonephritis acute 
INJURY, POISONING AND PROCEDURAL COMPLICATIONS 
Cervical vertebral fracture 


Chest discomfort 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
HEPATOBILIARY DISORDERS 0 (0.0, 0.5) 5 (0.0) (0.0, 0.1) 
Cholecystitis acute 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Biliary obstructioa 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cholecystitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hepatic cirrhosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Jaundice citolestatic 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
INFECTIONS AND INFESTATIONS 0 (0.0, 0.5) 7 (0.0) (0.0, 0.1) 
Appendicitis 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Appendicitis perforated 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Cellulitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Diverticulitis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 

0 

0 

0 

0 

0 
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14.119. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Ethnicity:.Non- 
Hispanic/Non-Latino 


Vaccine Group (as Administered) 


BNT162b2 (36Qig) 


12-15 Years 216 Years 
(N#=734) (N2=14899) 
System Organ Class n>(%) (95% CH) n> (%) (95% CI) 
Preferred Term 
Road traffic accident 0 (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
Ankle fracture 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Exposure during pregnancy 6. (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
METABOLISM AND NUTRITION DISORDERS 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Hyponatraemia 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
MUSCULOSKELETAL AND CONNECTIVE TISSUE DIS@RDERS 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Kyphosis 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSP&@ IFIED’ (INCL 0 (0.0, 0.5) 8 (0.1) (0.0, 0.1) 
CYSTS AND POLYPS) 


Adenocarcinoma pancreas (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Prostate cancer (0.0, 0.5) 1 (0.0) (0.0, 0.0) 


0 
Colon cancer 0 
0 
0 
0 
0 
0 
Renal neoplasm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
0 
(0) 
0 
0 
0 
0 
0 


Gastrointestinal stromal tumour 
Intraductal proliferative breast lesion 
Invasive breast carcinoma 

Papillary thyroid cancer 


NERVOUS SYSTEM DISORBERS (0.0, 0.5) 5 (0.0) (0.0, 0.1) 

Cerebrovascular accident (0.0, 0.5) 2 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 
(0.0, 0.5) 2 (0.0) (0.0, 0.0) 
(0.0, 0.5) 1 (0.0) (0.0, 0.0) 


Haemorrhage intracranial 
Neuropathy peripheral 
Seizure 
PREGNANCY,PUERPERIUM AND PERINATAL CONDITIONS 
Abortion spontaneous 


Gestatiehal hypertension 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
PSYCHIATRIC DISORDERS 2(0.3) (0.0, 1.0) 1 (0.0) (0.0, 0.0) 
Alcohol abuse 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Depression 1(0.1) (0.0, 0.8) 0 (0.0, 0.0) 
Suicidal ideation 1(0.1) (0.0, 0.8) 0 (0.0, 0.0) 
Suicide attempt 1 (0.1) (0.0, 0.8) 0 (0.0, 0.0) 
VASCULAR DISORDERS 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
Aortic aneurysm 0 (0.0, 0.5) 1 (0.0) (0.0, 0.0) 
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Final Full Clinical Study Report 
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14.119. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 
(30 wg) as Part of Protocol Amendment 18 — Booster Safety Population Ethnicity:.Non- 
Hispanic/Non-Latino 


Vaccine Group (as Administered) 


BNT162b2 (36Qig) 


12-15 Years 216 Years 
(N*=734) (N?=14899) 
System Organ Class n>(%) (95% CH) n> (%) (95% CI) 


Preferred Term 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominatoxfor the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source‘Data: adae Table Generation: 19MAY2023 
(04:43) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_Gnblinded/C4591001_CSR/adae_s130_sae_p23_d3_eth 
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14.120. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term, by Ethnicity — Phase 2/3 — Subjects Who Received Booster Dose of BNT16282 
(30 pg) as Part of Protocol Amendment 18 — Booster Safety Population Ethnicity:"Not 
Reported 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


12-15 Years 216 Years 
(N*=2) (N?=82) 
System Organ Class n> (%) (95% CI°) neX%) (95% CI‘) 
Preferred Term 


Any adverse event 0 (0.0, 84.2) 0 (0.0, 4.4) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denommmator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson mefiféd. 

PFIZER CONFIDENTIAL SDTM Creation: 10MAR20237¢16:4@)sSource Data: adae Table Generation: 19MAY 2023 
(04:43) 

(Database Snapshot Date: 28APR2023) Output File: »nda2 -inblinded/C4591001_CSR/adae_s130_sae_p23_d3_eth 
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14.121. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 1 Month After Booster Dose, by System Organ Class and Preferred 
Term — Phase 2/3 — HIV-Positive Subjects Who Received Booster Dose of BNT162b2 
(30 pg) as Part of Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (30 pg) 


216 Years 
(N*=98) 
System Organ Class n? (%) (95% CI°) 
Preferred Term 
Any adverse event 1 (1.0) (0.0, 5.6) 
INFECTIONS AND INFESTATIONS 1 (1.0) (0.0, 5.6) 
Sepsis 1 (1.0) (0.0, 5.6) 
RENAL AND URINARY DISORDERS 1 (1.0) (0.0, 5.6) 
Acute kidney injury 1 (1.0) (0.0, 5.6) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. ThisWaluei®the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occuréénce efthe specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event: 

c. Exact 2-sided CI, based on the Clopper and Pearsonymethod. 

PFIZER CONFIDENTIAL SDTM Creation: LOMAR2023 (16:40) Source Data: adae Table Generation: OOMAY2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output Rive: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p23_d3_hiv 
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14.122. Number (“) of Subjects Withdrawn Because of Adverse Events From Booster 
Dose to 1 Month After Booster Dose, by System Organ Class and Preferred Term = 
Phase 2/3 — Subjects Who Received Booster Dose of BNT162b2 (30 pg) as Part of 
Protocol Amendment 18 — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2¥30 pg) 


12-15 Years 216 Years 
(N*=825) (N?=22470) 
System Organ Class n?(%) (959%CI) nh (%) (95% CI) 
Preferred Term 
Any adverse event 0, (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
NEOPLASMS BENIGN, MALIGNANT AND UNSPECIFIED (INCL 6 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 
CYSTS AND POLYPS) 


Adenocarcinoma pancreas 0 (0.0, 0.4) 1 (0.0) (0.0, 0.0) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value iste denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurretice of AHé specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse‘event: 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10V@4R2023 (16:40) Source Data: adae Table Generation: OOMAY 2023 
(03:09) 

(Database Snapshot Date: 28APR2023) Output File~’nda2_unblinded/C4591001_CSR/adae_s130_wd_p23_d3 
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14.123. Number (“) of Subjects Reporting at Least 1 Related Adverse Event From 
Booster Dose to 6 Months After Booster Dose, by System Organ Class and Preferred 
Term — Phase 3 — BNT162b2-Experienced Subjects Who Were Rerandomized to 
Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 ng) BNT462b2 (10 pg) 
18-55 Years >55 Years 18-55; Years >55 Years 
(N?=26) (N?=53) (N?=25) (N?=51) 
System Organ Class n> (95% = mn>(%) (95% nbX%) (95% nb (95% 
Preferred Term (%) CI’) CI’) CI’) (%) cI) 
Any adverse event 0 (0.0, 1.9) .@0, 1(40) (0.1, 0 (0.0, 7.0) 
13.2) 10.1) 20.4) 
BLOOD AND LYMPHATIC SYSTEM 0 (0.0, 0 (0.0, 6.7) 1 (4.0) (0.1, 0 (0.0, 7.0) 
DISORDERS 13.2) 20.4) 
Lymphadenopathy 0 (O39, 0 (0.0, 6.7) 1(4.0) (0.1, 0 (0.0, 7.0) 
3.2) 20.4) 
GENERAL DISORDERS AND 0 (OcQs 1 (1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
ADMINISTRATION SITE CONDITIONS 1822) 10.1) 13.7) 
Fatigue 0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 
METABOLISM AND NUTRITION i) (0.0, 1 (1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
DISORDERS 13.2) 10.1) 13.7) 
Dehydration 0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 
NERVOUS SYSTEM DISORDERS 0 (0.0, 1 (1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 
Dizziness 0 (0.0, 1(1.9) (0.0, 0 (0.0, 0 (0.0,7.0) 
13.2) 10.1) 13.7) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominator for the percentage calculations. 

b. n=Number of subiécts reporting at least 1 occurrence of the specified event. For "any adverse event," n = number of 
subjects reporting atleast 1 occurrence of any adverse event. 

c. Exact 2-sided@i based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16:40) Source Data: adae Table Generation: 29JUN2023 
(02:14) 

(Database Srapshot Date: 283APR2023) Output File: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adae_s130_rel_g4 6m 
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14.124. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From 
Booster Dose to 6 Months After Booster Dose, by System Organ Class and Preferred 
Term — Phase 3 — BNT162b2-Experienced Subjects Who Were Rerandomized to 
Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Booster Safety Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BN¥62b2 (10 pg) 
18-55 Years >55 Years 18-55"Years >55 Years 
(N?=26) (N?=53) (N?=25) (N*=51) 
System Organ Class nb (95% n>(%) (95% n> (95% nb (95% 
Preferred Term (%) CI’) CI’) (%) cI) (%) CI’) 
Any adverse event 0 (0.0, 1 (1.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
13.2) 10.1) 13.7) 
MUSCULOSKELETAL AND CONNECTIVE 0 (0.0, 1dy (0.0, 0 (0.0, 0 (0.0, 7.0) 
TISSUE DISORDERS 13.2) 10.1) 13.7) 
Back pain 0 (00, -Al(.9) (0.0, 0 (0.0, 0 (0.0, 7.0) 
3.2) 10.1) 13.7) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This vaktte is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 océGrrenveof the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any ad¥érse event. 

c. Exact 2-sided CI based on the Clopper andPearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10OMA2023 (16:40) Source Data: adae Table Generation: 29JUN2023 
(02:14) 

(Database Snapshot Date: 283APR2023) OutpatFile: 

/nda2_unblinded/C4591001_G4 6MPD_ CSR/adae_s130_ sae _g4 6m 
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14.125. Number (“) of Subjects Reporting at Least 1 Adverse Event of Special 
Interest From Booster Dose to 6 Months After Booster Dose, by System Organ Class 
and Preferred Term — Phase 3 —- BNT162b2-Experienced Subjects Who Were 
Rerandomized to Receive 1 Booster Dose of BNT162b2 (Lower Dose) — BoostexSafety 
Population 


Vaccine Group (as Administered) 


BNT162b2 (5 pg) BNEi62b2 (10 pg) 
18-55 Years >55 Years 18-55 Years >55 Years 
(N?=26) (N*=53) (N*525) (N*=51) 
System Organ Class n>(%) (95% CI*) n> (%) (95% CI) n> (YO (95% CI) n(%) (95% CI) 
Preferred Term 

Any adverse event 0 (0.0, 13.2) 0 (0.0, 6,73 0 (0.0, 13.7) 1(2.0) (0.0, 10.4) 
EAR AND LABYRINTH 0 (0.0, 13.2) 0 (0.0¢8:7) 0 (0.0, 13.7) 1(2.0) (0.0, 10.4) 
DISORDERS 


Deafness unilateral 0 (0.0, 13.2) 9 (0.0, 6.7) 0 (0.0, 13.7) 1(2.0) (0.0, 10.4) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. ThiSvalyes the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrenceOf the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI based on the Clopper andéars@x™method. 

PFIZER CONFIDENTIAL SDTM Creation: 29MAR2023 (16:40) Source Data: adae Table Generation: 29JUN2023 
(10:07) 

(Database Snapshot Date: 28APR2023) Output ile: ./nda2_unblinded/C4591001_G4_6MPD_CSR/adae_s130_si_g4 6m 
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14.126. Number (%) of Subjects Reporting at Least 1 Related Adverse Event From the 
Additional Booster Dose to 1 Month After the Additional Booster Dose, by System 
Organ Class and Preferred Term — Phase 3 — BNT162b2-Experienced Subjects Who 
Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received an 
Additional Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 — 
Booster Safety Population 


Previous Vaccine Group (as Administeredy 


BNT162b2 BNT162b2sa BNT162b2 BN1'162b2 BNT162b2sa 
(30 pg) (30 pg) (5 ng) (10 pg) (30 pg, 2 
(N*=182) (N*=196) (N*=33) (N*=38) Doses) 
(N*=15) 
System Organ Class n?(%) (95% CI) n° (%) (95% CI) n>’ (95% GE) n> (95% CI*) n? (95% CI) 
Preferred Term (%) (%) (%) 
Any adverse event 14 (7.7) (4.3, 12.6) 16 (8.2) (4.7, 12.9) QS (0.0, 10.6) 1 (2.6) (0.1, 13.8) 0 (0.0, 21.8) 
BLOOD AND 2(1.1) (0.1, 3.9) 0 (0.0, 1.9)as (0.0, 10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
LYMPHATIC SYSTEM 
DISORDERS 
Lymphadenopathy 2(1.1) (0.1, 3.9) 0, (091.9) 0 (0.0,10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
GENERAL DISORDERS 13 (7.1) (3.9, 11.9) 1447.1) @F.0, 11.7) 0 (0.0, 10.6) 1 (2.6) (0.1, 13.8) 0 (0.0, 21.8) 
AND ADMINISTRATION 
SITE CONDITIONS 
Injection site pain 9 (4.9) (2.3, 62) 84.1) (1.8,7.9) 0 (0.0, 10.6) 1 (2.6) (0.1, 13.8) 0 (0.0, 21.8) 
Fatigue 4(2.2) (0.6, 5.5905 (2.6) (0.8,5.9) 0 (0.0,10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Chills 2(1.1) (0.1,89) 2(1.0) (0.1,3.6) 0 (0.0, 10.6) 1 (2.6) (0.1, 13.8) 0 (0.0, 21.8) 
Pyrexia 3(1.6) (0654.7) 1(0.5) (0.0,2.8) 0 (0.0, 10.6) 1 (2.6) (0.1, 13.8) 0 (0.0, 21.8) 
Pain 1 (0.5) ~0.0, 3.0) 3(1.5) (0.3,4.4) 0 (0.0,10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Axillary pain 0 (0.0, 2.0) 1(0.5) (0.0,2.8) 0 (0.0,10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Injection site swelling 1 (QS) (0.0, 3.0) 0 (0.0, 1.9) O (0.0,10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
INVESTIGATIONS 0 (0.0, 2.0) 1(0.5) (0.0,2.8) 0 (0.0,10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
Body temperature 0 (0.0, 2.0) 1(0.5) (0.0,2.8) 0 (0.0,10.6) 0 (0.0, 9.3) 0 (0.0, 21.8) 
increased 


MUSCULOSKELET@L = 4.2.2) (0.6, 5.5) 3.1.5) (0.3,4.4) 0 (0.0, 10.6) 1 (2.6) (0.1, 13.8) 0 (0.0, 21.8) 
AND CONNECTIVE 


TISSUE DISORDERS 

Myalgia 3 (1.6) (0.3,4.7) 3(1.5) (0.3,4.4) 0 (0.0,10.6) 0 (0.0,9.3) 0 (0.0, 21.8) 

Arthralgia 1(0.5) (0.0,3.0) 1(0.5) (0.0,2.8) 0 (0.0, 10.6) 1 (2.6) (0.1, 13.8) 0 (0.0, 21.8) 
NERVQUS SYSTEM 1(0.5) (0.0,3.0) 4(2.0) (0.6,5.1) 0 (0.0,10.6) 0  (0.0,9.3) 0 (0.0,21.8) 
DISORDERS 

Headache 1(0.5) (0.0,3.0) 4(2.0) (0.6,5.1) 0 (0.0,10.6) 0  (0.0,9.3) 0 (0.0, 21.8) 
SKIN AND 1(0.5) (0.0,3.0) 0  (0.0,1.9) 0 (0.0,10.6) 0  (0.0,9.3) 0 (0.0, 21.8) 
SUBCUTANEOUS TISSUE 
DISORDERS 

Erythema 1(0.5) (0.0,3.0) 0  (0.0,1.9) 0 (0.0,10.6) 0  (0.0,9.3) 0 (0.0, 21.8) 
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14.126. Number (%) of Subjects Reporting at Least 1 Related Adverse Event From the 
Additional Booster Dose to 1 Month After the Additional Booster Dose, by System 
Organ Class and Preferred Term — Phase 3 — BNT162b2-Experienced Subjects Whe 
Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received-an 
Additional Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19— 
Booster Safety Population 


Previous Vaccine Group (as Administered) 


BNT162b2 BNT162b2sa BNT162b2 BNT16262 BNT162b2sa 
(30 pg) (30 pg) (5 pg) (10 fig (30 pg, 2 
(N*=182) (N*=196) (N*=33) (Ni=38) Doses) 
(N*=15) 
System Organ Class n>(%) (95% CI‘) n>(%) (95% CI*) nb (95% CI) pn? (95% CI) n> (95% CI) 
Preferred Term (%) (%) (%) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group. This value is the denominxitdr for the percentage calculations. 

b. n=Number of subjects reporting at least 1 occurrence of the specified @vent. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adverse event. 

c. Exact 2-sided CI, based on the Clopper and Pearson method. 

PFIZER CONFIDENTIAL SDTM Creation: 1OMAR2023 (16940) Seurce Data: adae Table Generation: OOMAY 2023 
(03:04) 

(Database Snapshot Date: 28APR2023) Output File: ./nday’ unbisnded/C4591001_CSR/adae_s130_rel_p3_d4 
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14.127. Number (“) of Subjects Reporting at Least 1 Serious Adverse Event From tke 
Additional Booster Dose to 1 Month After the Additional Booster Dose, by System 
Organ Class and Preferred Term — Phase 3 — BNT162b2-Experienced Subjects Who 
Were Previously Rerandomized/Assigned to Receive Booster Dose(s), and Received an 
Additional Booster Dose of BNT162b2 (30 pg) as Part of Protocol Amendment 19 — 
Booster Safety Population 


Previous Vaccine Group (as Administered) 


BNT162b2 BNT162b2sa BNT162b2 BNT'162b2 BNT162b2sa 


(30 pg) (30 pg) (5 pg) (10 pg) (30 pg, 2 Doses) 
(N?=182) (N?=196) (N?=33) (N*=38) (N?=15) 
System Organ Class mP (95% => (%) «(95% = n> (95% CIF nb (95% ~~ ns (95% CI) 
Preferred Term (%) CI‘) CI‘) (%) (%) CI‘) (%) 
Any adverse event 0 (0.0,2.0) 1(0.5) (0.0,2.8) 0 /@0.0, 10.6) 0 (0.0,9.3) 0 (0.0, 21.8) 


MUSCULOSKELETAL AND 0 (0.0, 2.0) 1(0.5) (0.0,2.8) * (0.0,10.6) 0 (0.0,9.3) 0 (0.0, 21.8) 
CONNECTIVE TISSUE 
DISORDERS 


Muscular weakness 0 (0.0, 2.0) 1 (0.)°(0.0¢2°3) 0 (0.0,10.6) 0 (0.0,9.3) 0 (0.0, 21.8) 


Note: MedDRA (v25.1) coding dictionary applied. 

a. N=number of subjects in the specified group.,Niis vale is the denominator for the percentage calculations. 

b. n=Number of subjects reporting at least 1 ogcurreticé of the specified event. For "any adverse event," n = number of 
subjects reporting at least 1 occurrence of any adVerse@vent. 

c. Exact 2-sided CI, based on the Clopper aad Peatson method. 

PFIZER CONFIDENTIAL SDTM Creation: 10M&R2023 (16:40) Source Data: adae Table Generation: OOMAY2023 
(03:05) 

(Database Snapshot Date: 28APR2023) Output File: ./nda2_unblinded/C4591001_CSR/adae_s130_sae_p3_d4 
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SUPPLEMENTAL FIGURES Ss 
‘< 

14.1. Reverse Cumulative Distribution Curves, SARS-CoV-2 Neutralization Assay - wv 

Reference Strain - NT50 — Phase 3 - BNT162b2-Experienced Subjects Without S 


Evidence of Infection up to 1 Month After Booster Dose Who Were Rerandomized..to 
Receive 1 Booster Dose of BNT162b2 (Lower Dose) — Dose 3 Booster Evaluable © 
Immunogenicity Population Xe 


RCDCs — Reference Strain - NT50 — BNT162b2-Experienced Subjects Without Evidence of 9 
Infection up to 1 Month After Booster Dose Who Were Rerandomized to Receive 1 Boostes 
Dose of BNT162b2 (Lower Dose) — Dose 3 Booster Evaluable ILnmunogenicity Population 


% of Subjects 


10 100 » fey 1000 10000 


C Dosé Group by Age Group and Time Point 
@ Ko) 5 ug BNT162b2 18-55 before booster dose 
5 yg BNT162b2 18-55 1 month after booster dose 
— Sg BNT162b2 >55 before booster dose 
—— Spe BNT162b2 >55 1 month ater booster dose 
< Grrr: 10 pg BNT162b2 18-55 before booster dose 
Grrr: 10 pg BNT162b2 18-55 1 month after booster dose 
< — @— 10 pg BNT162b2 >55 before booster dose 
— -@— 10 pg BNT162b2 >55 1 momh ater booster dose 


Abbreviations: LLOQ = lower limit of quantitation; wea 50% neutralizing titer; RCDC = reverse cumulative distribution curve; 

SARS-CoV-2 = severe acute respiratory syndrome @yonavirus 2. 

evidence (up to 1 month after receipt of the booster vaccination) of past SARS-CoV-2 infection (ie, N-binding antibody 

se 2 visit, booster dose visit, 1-month post—booster visit and SARS-CoV-2 not detected by NAAT [nasal swab] at Dose 1 

visit, Dose 2 visit, booster dose visit) and negative NAAT (nasal swab) at any unscheduled visit up to 1 month after booster vaccination were included in the analysis. 
Note: LLOQ value is represented using a alline. Assay results below the LLOQ were set to 0.5 x LLOQ in the analysis. 

PFIZER CONFIDENTIAL SDTM Cre igh 6FEB2022 (11:21) Source Data: adva Table Generation: 17FEB2022 (20:53) 

(Data Cutoff Date: 22NOV2021, Datalit2e Snapshot Date: 10DEC2021) Output File: /nda3_unblinded/C4591001_G4_IMM/adva_f003_nt50_¢g4_6m 
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Note: Subjects who had no serological or virolo 
[serum] negative at Dose 1 visit, 1-month pos! 
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PARTICIPANT NARRATIVES 


.Primary Reason for Narrative 


Death 
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CRelated Serious Adverse Event 


© Subject PPD 
P_,Subject ppp 
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Compound: PF-07302048; Protocol: C4591001 


Table of Abbreviations 


O Other 


| [P [Drug withdrawn (study intervention discontinued) | 


Concomitant drug treatment given 


TC 


Ear and@abyrinth disorders 


Endocrine disorders 
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Compound: PF-07302048; Protocol: C4591001 


Table of Abbreviations 
Text 
Respiratory, thoracic and mediastinal disorders 
SKIN Skin and subcutaneous tissue disorders 
Po fsocet Social circumstances 
SURG Surgical and medical procedures 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: [p[yllllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


@» Date Collected 
Height Weight BMI 9 (Study Day) 


ppp ke pp Ke/m2 


Medical History 


MedDRA Preferred Term 
ppp (Present 
Pp CC Present 
ppp Present 
ppp [Present 
Ppp Cd Present 
ppp [Present | 
ppp [Present | 
pa 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Study Vaccination(s) 
Time of Vaccination 


VACCINATION 1 [BNT162H2 — 
VACCINATION? [BNTI6262 rs —— 


Adverse Events 
S 
AE MedDRA. Start Date Toxicity 
Number |S oo Term i (Study Day) i i Grade 
coe 


TC 


ie Death 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: pppyyyyyyyyyyss Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 
A 


BLOOD  |Immune 
thrombocytopenia 


Resolved NOT RELATED/OTHER\“ ee 
(ppp) ~s«*fPain/spasms of abdo I/back 
= & oc ca 


\di8O0T RELATED/OTHER: death 
~ Ifrom natural causes possibly 


Yes 


Resolved 
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Compound: PF-07302048; Protocol: C4591001 Page 6 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 
ot 


[Prohibited Concomitant Medications ‘ of | 


INonstudy Vaccines XX 
INo Nonstudy Vaccines yor 
re) :) 


Subject Su i ae 


eX Withdrawal/Completion |Reason for 
{Sfatus Study Phase — aE 


SCREENING 
Completed ]VACCINATION — a 
Withdravn FOLLOW-UP beg _-(bEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 7 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject , an =75-year-old with a pertinent medical history of 


, received Dose 1 on ppp and Dose 2 on «Day 22). 
Ket 
Concomitant medications received within 2 weeks prior to the subject’s death included 


On (Day 243), the subject, with a history of PPD experienced a relapse. Th Bb e was treated with protocol-prohibited medications of 


* Tt was reported that*PPhad received the same treatment for PPP past 
medical history of A complete blood count (CBE@)\perfc on ppp.) showed a white blood cell count of 12.1*10°/uL 
(normal range [NR]: 4.0-11.010°/uL), red blood cell count of 3.51x10°7uL ? 4.40-6.20x10°/uL), hemoglobin of 10.8 g/dL (NR: 13.0-18.0 g/dL), 
hematocrit of 32% (NR: 40-52%), lymphocytes of 3% (NR: 15-45%), 330 

tswi 


ets of 44x 10°/nL (NR: 150-450*107/uL), neutrophils of 83% (NR: 45-75%), 
and monocytes of 12% (NR: 0-15%); eosinophils and basophils reeg} ere unknown. On ppp), the subject’s primary care physician reviewed the 
CBC results and stopped PPD therapy, as the subject’s plateleé count had increased to 44,000. 


The subject died from natural causes on ar , 254 days after receiving Dose 2. 


The subject was found dead ing home by . The coroner did not perform an autopsy and noted that the cause of death was due to natural 
causes. It was reported that the subject we for several years and most recently in ppp) when it was recommended to have 
additional cardiac testing, the subject-devlined (PPP last cardiac visit was on ppp). However, it was unknown if the subject died of AB) | 

. The site did not receive the subject’s death certificate. The ITP was ongoing at the time of the subject’s death. 


In the opinion of the estigator, there was no reasonable possibility that the death was related to the study intervention or clinical trial procedures. Pfizer 
concurred with the<itivestigator’s causality assessment. Per the investigator, the death was also not related to concomitant medications, but it was possibly 
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 114 
Reason(s) for Narrative: Death 

Unique Subject 1D: PPD Ills Country: PD lll oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Age at Enrollment (Years) [Race Ethnicity Sex 


@» Date Collected 
Height Weight BMI oO (Study Day) 


ppp ke pp Ke/m2 


Medical History 


MedDRA Preferred Term 
ppp (Present 
Pp CC Present 
ppp Present 
ppp [Present ___| 
pep Past 
ppp Past 
pep, Past 
ppp [Present | 
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Compound: PF-07302048; Protocol: C4591001 Page 9 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) a 
a x30 
gg ee XV 


Medical History 


Investigator Text MedDRA Preferred Term Start Date pa Sae 


Present 


Vaccination Date (Study Day) _[Time of Vaccination 


— 
VacgaWATON2 ——Pssn ppm 2p 
VACCINATIONS __[BNTIG2=2________ pppmams ds) _————sipps 
VACCINATION4 _[BNTI6262_________ ppp 83)_———SS—SiH 
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Compound: PF-07302048; Protocol: C4591001 Page 10 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Be Stop Date 
Tim (Study Daye 


_ (863) 


Adverse Events 
IMedDRA |MedDRA Preferred 
umber |SOC Term 


GASTR_ {Abdominal 
compartment syndrome 


he [Abdominal wall abscess 
aia Acute kidney injury 


IRESP Acute respiratory 
distress syndrome 


Atrial fibrillation 
ei Chills 
oe ot 
ee Flank ae 
GASTR a necrosis 
Kye 
HE Hepatic steatosis 
Co 
Pe ‘INERV Metabolic 
ay 


Investigator Text 


a ee Pee PE 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group ua canaaabnibbigh Placebo => BNT162b2 Phase 2/3 (30 pg) 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


(a Thrombocytopenia 


NOT RELATED/OTHER:Acu — 
pancreatitis N 


NOT eee WOTHER: bacterial 


NOT RELATED/OTHER: Acute 
Pancreatitis 


oe (Ppp) 
o' 


(PPD) 


Page 11 of 114 


ON 
{Duration Toxicity 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


AE Related To: 

Resolved INOT RELATED/OTHER: Pancreatitis, 
(ppp) ~—sfabdominal abdominal compartment 
syndrome 


ep») we 
ee 
(Ppp) ne 


NOT RELATED/OTHER: PDO 
xs 


e 
NOT RELATED/OTHER;: cpeeierial 
infection = a 


13 Resolved NOT RELATEDOTHER: Pancreatitis 
(Ppp) RY 


P| Resolved Le reatment 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp ae S 
SS N 
xe 
Oo 


ot 


INonstudy Vaccines OW” 
Investigator Text WHO Drug Preferred Term Stax’ Date 


Withdrawal/Conmpl Reason for 
Study Phase Date ww Withdrawal 


OPEN LABEL © 
TREATMEND® 
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oo bubble study showed suspect thrombus vs endocarditis, and an ultrasound lower extremity venous duplex bilateral showed no evidence of deep or 


Compound: PF-07302048; Protocol: C4591001 Page 14 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject , 2 60-year-old with a pertinent medical history of 


received Dose | on ppp | and Dose 2 on ppp (Day 22). x 
; \S 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the ie Ras eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first andes 


(Day 164) and ppp) (Day 183), respectively. ed xo 


Concomitant medications received within 2 weeks prior to the onset of the sepsis ingfided 
all since unknown dates); fro@inknewrrdate to from unknown date to 


cond doses of BNT162b2 on ppp) 


The subject developed sepsis on 979 days after receiving Dose 4 (second dose of BNT162b2) and died on the same day. 


On ppp | (Day 307), the subjasyesented to the emergency department with complaints of shortness of breath, decreased urination, and abdominal 
pain in the epigastric and peri ical areas. Following examinations, i was diagnosed with necrotizing pancreatitis, along with urinary retention, acute 
renal failure, redundant colon yperkalemia, colon distention, and elevated liver function tests. On the same day (Day 307), the subject was hospitalized 
for necrotizing pancrestitis. 


On Baa (Py 308), the subject was transferred to the intensive care unit (ICU) in another facility. A diagnosis of necrotizing pancreatitis was 

confirmed ith secondary events of distributive shock, acute renal failure, acute hypercarbic and hypoxemic respiratory failure, hyperkalemia, 

hy emia, nd An x-ray of the abdomen showed persistent abnormal distention of bowel, a computed tomography (CT) scan of 
(the abdomen and pelvis showed pancreatitis, a transesophageal echocardiogram (echo) showed right ventricular thrombus and a transthoracic echo with 


superficial bilateral venous thrombosis. 
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eed leukocytosis with a white blood cell (WBC) count of 13.3 and creatinine of 0.6 (units and normal ranges [NR] not reported). A CT scan of the 


Compound: PF-07302048; Protocol: C4591001 Page 15 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD em 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) we 


On ppp) (Day 309), a CT scan of the abdomen/pelvis showed pancreatitis. The subject was diagnosed with abdominal. ¢& ipartment syndrome 
secondary to necrotizing pancreatitis and acute respiratory distress syndrome. <o 


+ 
A CT scan of the abdomen and pelvis on ppp) revealed acute necrotizing pancreatitis with mild inflammatory ffange in the small bowel and volume 
overload change, including pleural effusions. ey ® 


The subject underwent formation of an ileostomy on ppp) 7). A chest x-ray showed low lung volyfies with stable bibasilar opacities. 


Nes 
The site was informed of these events on ppp) (Day 323); during this time, ns gone the following treatment procedures: multiple recurrent 
abdominal washouts with packing and wound vacuum-assisted closure placements Subtota}‘golectomy, and decompressive laparotomy. Pathological results 


of Ea colon biopsy revealed marked ischemic changes and necrosis of Boot with transmural necrosis in some areas. At the time, the subject 
0 


he 
was intubated, requiring ventilation and a central line for medications. c ndifion was not stable, and" was listed as critically ill with an open 
abdomen. XO 
ye 


On ppp) (Day 324), | underwent final closure of the abdonagn? 
\ 
On ppp) (Day 329), the subject was diagnosed with gidabotc encephalopathy. 


respiratory failure and renal failure improved, andl? was extubated on ppp) (Day 333). a received PRD 
On ppp, the subject was transferred another hospital. ae acute kidney injury was noted to have stabilized on the same day. 


chest CT scan showed improving:puncreatic fluid on ppp). Another chest CT scan taken on pppy | showed improving thoracic fluid. pa 
paroxysmal atrial fibrillation wasSable, and necrotizing pancreatitis and acute respiratory distress syndrome were resolving. 


e 
On ppp) (Day 369¥ the subject’s abdominal compartment syndrome was considered resolved. 


Oni) a (Day 393), the subject presented to the emergency department from the nursing facility with abdominal pain near drain sites and discharge 
‘jfeom previous drain sites. The subject was hospitalized on the same day (Day 393) due to an abdominal wall abscess. On that day, laboratory tests showed 


abdomen/pelvis showed decreased size of pancreatic pseudocyst, which was not drainable. The subject received treatment with 
(Day 393), 
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) we 
Date of First Dose: ppp); Date of Last Dose: ppp | rs ) 
SSS SSS SSS SS SS SS SSS SS SS SSS SS SS SS SS SSS SS SS SS SS SS SS SS SS SS SS SS SS SS SSS SS SS SS SS SS SS SS SS SS SS SS SS SS SS SS SSS x\\ 
ow 
Narrative Comment 10) 
On —, _ WBC was 9.1 (unit and NR not reported). The subject was treated With OD 
xe 


+ 
On ppp, a CT scan of the abdomen/pelvis showed a pancreatic pseudocyst, which had decreased in size, and tite superior mesenteric vein/splenic 
vein occlusion due to extrinsic compression from inflammatory peripancreatic fluid collections. ee creatinine Was 1.6. On the same day, ea WBC count 
increased, and continued to increase until ppp 7. “ \S 


On ppp, a CT scan of the abdomen/pelvis showed decreased pancreatic fluid epltione sil pleural effusion, and associated basilar atelectasis. 


On ppp, the subject tested positive for COVID-19. A chest x-ray showed ilaterah@rerstitial opacities suggestive of COVID-related pneumonia; a 
was diagnosed with a secondary illness of COVID-19. A CT scan of the a dotnien/ is with/without contrast revealed a small pleural effusion, and a small 
amount of pneumothorax, with right lower quadrant ostomy. An ultras reese normal appearance of kidneys, without hydronephrosis. On the same 
day, the subject was moved to a surgical trauma ICU. At that time, a ha minal pain near the drain sites with discharge from previous drain sites. 
creatinine was 2.68 and arterial blood gas pCO2 was 51, suggestive of A\Ypercapnic respiratory failure. The subject was in the surgical trauma ICU from 

to , and was treated with 


6, 
On ppp ~~), the subject was transferred to a ni situ for serotonin syndrome. On the same day, an electrocardiogram was consistent with sinus 
tachycardia and nonspecific ST-segment abno ties. A chest x-ray showed small pleural fluid and several unchanged left rib fractures. On 
the subject was transferred back to the interediate care floor unit. The subject started treatment with 
O a nasojejunal feeding tube was placed and an x-ray confirmed successful placement. The subject was 
discharged to the nursing facilityoa the same day. 


On ppp) (Day 412)Athe subject died of sepsis in the emergency room. The sepsis was suspected to be secondary to the abdominal wall abscess. It 
was unknown if an aittopsy was performed. 


In the opinigs Oi the investigator, there was no reasonable possibility that the sepsis was related to BNT162b2 or clinical trial procedures. Pfizer concurred 
with t estigator’s causality assessment. Per Pfizer, the sepsis was not related to concomitant medications and was most likely due to progression of the 
sulieet’s underlying infectious conditions. 


0 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) Ane 
<\ 
Oo 
a> 
ow 


Age at Enrollment (Years) |Race = Ethnicity Sex 


PD —_—[Presem —— 
—_— 
pe Present 
a 
pep (Present 
PPD [Present 
a 
re 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


pind, Maeeiuation(s) 


Adverse Events 


Start Date 


Qe 
Investigator Text (Study Day) 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 


INonstudy Vaccines 
INo Nonstudy Vaccines 


Competed SCREENING) pps TS 
Compiled VACCINATION — | 


received Dose | on 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Narrative Comment 
Concomitant medications received within 2 weeks prior to the onset of the cardiac arrest included 


@ 
The subject experienced cardiac arrest on ppp), 59 days after receiving Dose 2, and died of the ove en BSS. 62 days after receiving 
Dose 2. ® 


~OW 
On ppp) (Day 81), the subject presented to the emergency room following an 1 tuBation oot arrival after a cardiac arrest. It was reported by the 
nursing facility that the subject did not have a neurologic response other than occasi m ents and could breathe only with the help of ventilator 
settings. 4 electrocardiogram was abnormal, with initial rhythm of pulselesealectri a ivity and ischemic changes. The downtime was reported as 
15 minutes. On the same day (Day 81), a computed tomography scan of eoehiead atived cerebral edema. Emergency department personnel spoke with 
cardiology personnel, who deferred an intervention, and targeted temporal agement (TTM) was ordered. The laboratory results on 


(Day 81) showed a blood chloride level of 124 mEq/L (normal range + 98-111 mEq/L), blood glucose of 393 mg/dL (NR: 70-99 mg/dL), blood 
potassium of 3.5 mEq/L (NR: 3.6-5.1 mEq/L), blood sodium of x 


q/L (NR: 135-145 mEq/L), carbon dioxide of 18 mmol/L (NR: 21-31 mmol/L), and 
glomerular filtration rate of 58 mL/min/1.73 m? (NR: >59 1.73 m’). Pressors were required, and the subject was admitted to the intensive care unit. 
On admission, the subject’s potassium level was low at 2-<8\mEq/L. urine toxicology screening showed elevated RPD at 109 mg/dL (upper limit of 
normal: 9.9 mg/dL) and was positive oD On ppp) (Day 82), the subject was on TTM with high urine output overnight, which was 
concerning for diabetes insipidus. On the same @ay (Day 82), the subject’s troponin I was high at 491 ng/L (NR: <15 ng/L), which was considered critical. 
The subject had a negative SARS-CoV-2 ai tesult. On ppp) (Day 83), the subject was rewarmed; magnetic resonance imaging showed anoxic 
brain injury with possible herniationcaiid? in electroencephalogram showed absent brain activity. On ppp) (Day 84), the subject was pronounced 
dead at ppp because of a cardiag@iurrest. It was unknown if an autopsy was performed. 


In the opinion of the investor, there was no reasonable possibility that the cardiac arrest was related to the study intervention, concomitant medications, 


ediires, as the death occurred 2 months after receiving Dose 2. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, 
ikely associated with the subject’s multiple underlying clinical conditions, including PRD — nd 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Medical History XO 


pp Pt 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppl Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Investigator Text MedDRA Preferred Term Start Date Disease Status | 
PDN [Present | 
= we, 

wi (Presem ——_—d 


Study Vaccination(s) 


‘Vaccination Number Vaccine 


THIRD DOSE BNT162b2 |BNT162b2 AO% 
oh: 


MedDRA Preferred Start Date Start |Stop Date 
Term Investigator Text (Study Day) Time |(Study Day) Time 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rac y 


Adverse Events 


CO 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Completed VACCINATION pp | 
Completed REPEAT SCREENING | ppp PS 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed REPEAT SCREENING 3 pono 
ee OPEN LABEL xe 
\C 
TREATMENT a a 


Withdrawn FOLLOW-UP 


Narrative Comment 
Subject , a 70-year-old 


~ with a reported medical history of 


received Dose 1 on ppp ancy gge2 on ppp) (Day 21). 


In accordance with the protocol Affbwance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the s ad originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


ak uf (Day 128), and ppp’) (Day 379), respectively. 
The subject ean an unspecified date. On ppp, the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 


because,o death. This death event occurred outside the protocol-defined postvaccination safety reporting period and as such was reported only as an 
pda the subject’s disposition status but not reported as an adverse event. No additional details will be provided for this event. 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Medical History 


a 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


"nn RD Present 
or 
—E 


poms Present 
pommmms [Present 
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Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ov? 

x\ 


Study Vaccination(s) 


Vaccination Number Vaccine = =—SsSW Vaccination Date (Study Day) Time of Vaccination _» xy 
VACCINATION | __[BNT162b2 pep) rn 


IBNT162b2 


THIRD DOSE BNT162b2 |BNT162b2 pp 44 


Adverse Events 


AE IMedDRA |MedDRA Preferred @ ~ Start Date Start |Stop Date Stop |Duration 
(Number |SOC Term i ex (Study Day) Time |(Study Day) Time |(Days) 
ae NS ppp 633)| ppp 633)|— ft 
2 |INFEC___ [Skin infection aS 


Adverse Events 40 
RS a 
isub i ? AE Related To: 


LB Iw (Fatal Qa 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 


Prohibited Concomitant Medications S oo 
No Prohibited Concomitant Medications or 
@ 


O 
ed _a < 
WHO Drug Preferred Term AOO* Start Date 


ow Withdrawal/Completion |Reason for 
Study Phase _ xe Date Withdrawal 


Completed SCREENING" pps | | 

Completed VAGEINATION ppp | 

Completed REPEAT SCREENING 3__ ppp | 
ow’ TREATMENT 


Withdrawn FOLLOW-UP pp DEATH 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


xO 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
IP 


Ppp Present 
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Compound: PF-07302048; Protocol: C4591001 

Reason(s) for Narrative: Death 

Unique Subject ID: ppp yyy) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) Time of Vaccination = LS 


VACCINATION 1 Placebo 


VACCINATION2 [Placebo ppp?) bp 


VACCINATION 3 BNT162b2 pm Oo OC 
VACCINATION 4 IBNT162b2 Pp 


‘\ 
Adverse Events oo 
[No Adverse Events | a ov 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp | An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 


Completed SCREENING 
Completed REPEAT SCREENING! ppp Sid 


ev 


In accordance with the protocol allowa the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had,ofi inally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 


(Day 144) and ppp) (Day 165), respectively. 
The subject died on specified date. On ppp), the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 


because of the death. This death event occurred outside the protocol-defined postvaccination safety reporting period and as such was reported only as an 
update to thessibject’s disposition status but not reported as an adverse event. No additional details will be provided for this event. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


AO - x\0 
[Vital Signs - Baseline ie RS | 
Height Weight BMI oO (Study Day) 
pppem Ss ppke pom? ppp) 


Medical History EN xO 
No Medical History yr 
&@ 


5 ; 
‘Vaccination Number Vaccine = =—_— Vaccination Date (Study Day) Time of Vaccination 
VACCINATION1 Placebo sD) 


VACCINATION 2 Placebo se) 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 597 


090177e19e02afcd\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——Ss Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 3 BNT162b2 pps?) 
VACCINATION 4 __[BNT16202 es) 


Adverse Events 


Start |Stop Date Stop 
Time |(Study Day) Time 
PPD! [PPD (82) [ppp 


No Prohibited Concomitant Medications 
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Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines é ot 
INo Nonstudy Vaccines yo 


Subject Summary 


Withdrawal/Completion |Reason for — 
Status Study Phase Withdrawal y° 
; 5 ~\\ 


Completed OPEN LABEL 
TREATMENT 


Withdrawn [FOLLOW-UP 


Narrative Comment a 
10). 2. 70-year-old ppp) with no reported medical history, received Dose | on ppp) and Dose 2 on 
(Day 22), \?- 
Or 
In accordance eit protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
red hat the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp 0) 

Day aaband Ppp | (Day 78), respectively. 

é subject died on an unspecified date. On ppp), the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 


[because of the death. This death event occurred outside the protocol-defined postvaccination safety reporting period and as such was reported only as an 
update to the subject’s disposition status but not reported as an adverse event. No additional details will be provided for this event. 
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Unique Subject ID: ppp) Country: 
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a 
Past 

a 

Ppp [Present | 

a 

PPD [Present | 
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Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp | 


pind, Maeeiuation(s) 


VACCINATION 2 
VACCINATION 3 IBNT162b2 


Start Date Start |Stop Date 
(Study Day) Time |(Study Day) 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


[Prohibited Concomitant Medications | p 
No Prohibited Concomitant Medications ye : 


| 
‘ 
<> 
<< 
~ 
an 
ev ao7 
INonstudy Vaccines AO* VVC? 
F 40) u oO? 
No Nonstudy Vaccines yy A avr 
mn <A vO» 
ek cot 
YY <\? 
xX ) 
a\ \\ 
(oN 


Study Phase 


aN 


Completed [SCREENING 


Completed [VACCINATION 
Completed REPEAT SCREENING 1 


ASPEN LABEL 
TREATMENT 


x So, 
oe 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp yy) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 
Subject , a 70-year-old with a pertinent medical history of 


received Dose 1 onppp and Dose 2 on ppp (Day 20). Rj @ 
\% 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the Pie Ras eligible for receipt of BNT162b2. It 


was confirmed that the subject had originally received placebo; the subject therefore received the first ands cond doses of BNT162b2 on ppp) 
(Day 149) and ppp) (Day 169), respectively. ed 3° 


Concomitant medications received within 2 weeks prior to the onset of the respira ea? Frih ro eluded 


The subject was diagnosed with respiratory failure (end-stage lung dissety 5 4 , 343 days after receiving Dose 4 (second dose of BNT162b2), 
and died on ppp), 350 days after receiving the second dose of BNE 2. 


On ppp | (Day 512), the subject required an emergency raga i with subsequent hospitalization for evaluation of respiratory failure manifested as 
shortness of breath. SARS-CoV-2 test result was negatiyean a chest x-ray revealed no acute process. On ppp), a computed tomography (CT) 
scan of the thorax revealed bronchial thickening in the sae and bilateral peripheral patchy areas of infiltration consistent with areas of 

lbronchopneumonia. On ppp), a chest x-ray.xevealed a new 29-mm mass-like infiltrate in the right upper lobe, just superior to right hilum, and a CT 


scan of the head showed no acute findings. Tee eutic measures were taken because of the respiratory failure. 


0) 
On ppp) (Day 519), the subject ¢Rperienced cardiac arrest and received cardiopulmonary resuscitation (CPR), ne . and. 


required ventilation. On the sa ay (Day 519), an abdominal x-ray showed a nonobstructive bowel gas pattern; a chest x-ray showed an endotracheal 
tube and an increasing airs aseodisease; blood examinations showed creatinine of 1.58 mg/dL (normal range [NR]: 0.70-1.30 mg/dL), lactic acid of 

8.2 mmol/L (NR: 0.5-2,2 ol/L), pH of 7.21 (NR: 7.35-7.45), urea of 48 mg/dL (NR: 7-25 mg/dL), and partial pressure of carbon dioxide (pCO2) of 
72 mmHg (NR: 35.49) mmHg); estimated glomerular filtration rate status assay was 53 mL/min (NR low: 60 mL/min); an echocardiogram showed small 
anterior pericardi effusion overlying the right ventricle. The subject was transitioned to hospice care. On that same day (Day 519), the subject died of 
disease pr ession, respiratory failure, and cardiac arrest. An autopsy was not performed. 


> 
Inctheopinion of the investigator, there was no reasonable possibility that the respiratory failure was related to BNT162b2 or concomitant medications. 
Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the event was also not related to clinical trial procedures. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 603 


090177e19e02afcd\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 39 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


Pps) it 


Investigator Text : coe IMedDRA Preferred Term Start Date Disease Status 
0 Ppp Present 
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rave e 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) i 
VACCINATION 1 BNT162b2 piso | 
VACCINATION? __[BNT16202 2) 


Adverse Events 


Toxicity 
(Number |Grade 


° [Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
a 
\ 
oo? ° 
3 


INonstudy Vaccines X\ 
$F 
No Nonstudy Vaccines © 


oe 
Status = Phase Date eee Withdrawal 
—— | | 
PPD oo 


Withdrawn FOLLOW-UP DEATH 


Narrative Comment 
, 2 5U-year-old ppp) with a reported medical history of received Dose | on ppp) and 


Mate in ppp), the subject died of an unknown cause. It was unknown if an autopsy was performed. No additional details were reported. 
, the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” because of death. 


opinion of the investigator, there was no reasonable possibility that the death was related to the study intervention or clinical trial procedures. Pfizer 
oncurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


AO - x\0 
[Vital Signs - Baseline ie RS | 
Height Weight BMI oO (Study Day) 
pppcem SS spppke pom? ppp) 


Medical History EN xO 
No Medical History yr 
&@ 


5 ; 
‘Vaccination Number Vaccine = =——Ss=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 __[BNT16262 —) = | 


VACCINATION? [BNT16262 rr 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) : ane = 
Date of First Dose: ppp); Date of Last Dose: ppp | ae ) 
2333 ee ee ee SS = = =) 
ox a 
.o 
Re) 
ae 


Adverse Events 


Action 
Stop |Duration |Toxicity |to 
Time|(Days) |Grade |Subject 
4 WwW 


AE MedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


1 CARD Myocardial infarction 


Start Date 


, oe 
Start Stop Date 
(Study Day) . 
Sa A 


Time (Study Day) 


No Prohibited¢Concomitant Medications 


\G 
oe 
\) 


Cc 


INonstudy Vaccines 
No Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp: Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —— ers ae Snel io 


SCREENING 
Conpiaed [VACCINATION oa 
Withdrayn [FOLLOW-UP Papen <O OUDEATH 


Narrative Comment 
; Since unknown date) and 
, received Dose | on ppp) 
Ve 
The subject experienced a mygearial infarction on ppp), 202 days after receiving Dose 2, and died on the same day. 


The subject was or ae had indigestion, and stated that i was having a heart attack and collapsed on ppp 7) (Day 226). ie family 
witnessed the eve attempted cardiopulmonary resuscitation until the emergency medical services arrived. The subject was pronounced deceased on 


that same day (08) 226) at’ home. The cause of death was reported as heart attack/myocardial infarction. An autopsy was not performed. 


In the intion of the investigator, there was no reasonable possibility that the myocardial infarction was related to the study intervention or clinical trial 
p. ‘aoe Pfizer concurred with the investigator’s causality assessment. Per the investigator, the myocardial infarction was possibly related to the 
ject’s underlying 
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Compound: PF-07302048; Protocol: C4591001 Page 45 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group sis asta aoiahai BNT162b2 Phase 2/3 (30 pg) woe 


Medical History 


Investigator Text = —n Start Date | 
—= 
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Compound: PF-07302048; Protocol: C4591001 Page 46 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppHI) Ra 


Study Vaccination(s) 


Vaccination Number Vaccine = =—S—=s& Vaccination Date (Study Day) 
VACCINATION 1 ___|BNT162b2 pp) 


VACCINATION 2 IBNT162b2 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start |Stop Date Stop |Duration 
(Number |SOC Term ae Time |(Study Day) Time |(Days) 


Pulmonary embolism 


Adverse Events 


ohibited Concomitant Medications 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: pps Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp ) An? 


[Nonstudy Vaccines | 30 
INo Nonstudy Vaccines < 
et 


Subject Summary 


a Qe" a Wo 
Withdrawal/Completion Reason for 
Study Phase Date Oe Adv ithdrawal 


Narrative Comment N\Y x 


Subject aw a 30-year-old with a pertinent medical history of 
; since unknown dates), since unknown date), and a family history of 


dates 


unknown), ras eived Dose 1 onppp | and Dose 2 onppp) (Day 21). 


Congeinitant medications received within 2 weeks prior to the onset of the pulmonary thromboembolism included PPD 
4 (all since unknown dates). 


e) 
Wn? 0 The subject experienced a pulmonary thromboembolism on ppp 7, 256 days after receiving Dose 2, and died on the same day. 


On PP , the subject was feeling unwell, contactedPRD and complained of abdominal pain, diarrhea, and blood in stool. The subject’s 
reported to the site that the subject visited a healthcare clinic on for a swollen foot and was prescribed Per the oa. the 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) rs S 
a ee ea a ee eee eee eee \ 

SSS SS SS SS SS SS SS SS SS SS SaRU 


Narrative Comment 

subject had an allergic reaction to the which caused the bloody diarrhea. The subject had a history of 
On ppp (Day 277), the subject went to an urgent care clinic (UCC) for leg pain and on e 
115/78 mmHg, pulse was 110 beats/min, weight was Ib, height was feet” inches, and body mass index was 
site on ppp), the subject’s chief complaint was gradual swelling of ~~ right lower leg. On evaluation at tlic CC, nonpitting edema (2+) in the 
lower extremity to the level of the proximal thigh was noted, along with diffuse enlargement of the right i shal lymph nodes with moderate tenderness; 
the left inguinal lymph nodes showed no enlargement or tenderness. The discharge diagnosis was right@side lumbago with sciatica and edema. It was 
reported that the sciatica always caused the subject’s leg to swell with tight muscles. At woe was ruled out. A venous Doppler was ordered for 


the right lower extremity and was scheduled to be performed on In on CC records noted a famil 
(dates 1), Born questioning the PPD , the 


history of PD 1 
ow PPD reported that the subject was 

tested for clotting disorders in the past, but tests were negative, and the sudjert hago prior history of blood clots. 

After leaving the UCC at approximately PPD PM Central Time, the subg led PPD and complained of breathing difficulty. PPD talked with PPP 


on the phone until *~ returned to the PPD . While on the phorg” e subject collapsed in the The found the subject lying 
on the floor after collapsing and assisted The subject was cious; the aroused riefly and after an unspecified amount of time, the 
subject regained consciousness. The subject’s PPD — cou r’-~ yelling that couldn’t breathe, and for the to retrieve 
The subject was administe (Q ‘dose of by the . Emergency medical services were contacted, and the 
subject was transported to the local emergency ren uring transport, the subject went into cardiac arrest and was unable to be resuscitated. PPD was 


er UCC records provided to the 


pronounced dead at the emergency room o (Day 277). The subject’s PPD confirmed that, to a knowledge, the subject did not recently 
travel (no long car rides or airplane rides)‘or experience trauma. 


The cause of death was 


thromboembolism. On , an autopsy report noted the following: “There was a red fibrous clot that bulges upon dissection of the right 
pulmonary artery. egnient of the thrombus extends across the branch between the right and left pulmonary artery into the left lung vasculature. The right 
lower leg was apesonunntcly 3/4 to | inch greater in diameter than the left.” 


SS. arrest, an autopsy was performed, and it was determined that an additional cause of death was 


In the o pind@h of the investigator, there was no reasonable possibility that the pulmonary thromboembolism was related to the study intervention or clinical 
trial pfocedures. Pfizer concurred with the investigator’s causality assessment. Per the investigator, the event was related to the concomitant medication 

but not related to other concomitant medications. Per Pfizer, the event was not related to concomitant medications but rather it was considered 
ly associated with the subject’s underlying medical conditions. 
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppllllllllliiills Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) we 


a 


Date of Birth Age at Enrollment (Years) [Race Ethnicity” Sex_| 
0 


Vital Signs - Baseline Ot 


ras 


pp resem | 
pep —Presen ——_—| 
a 
a oe 
a 
— 
a 
a 


Medical History xO 


a 
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Compound: PF-07302048; Protocol: C4591001 Page 50 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Medical History 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Medical History 


mmvcstigator Text MedDRA Preferred Term Start Date 


Dispase Status 


Study WVaccination(s) 
[Vaccination Number 
VACCINATION1 __[BNTION2 =i) 
VACCINATION? __[pNTi622__———S—siD CDC 
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Compound: PF-07302048; Protocol: C4591001 Page 52 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppillllillliills Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC 
1 


Ae 


aa 
hibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 53 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) S 

Oo 


INonstudy Vaccines oe ot 
No Nonstudy Vaccines \0 
oS 


& 


O 
pe 
'Withdrawal/Completion.|Reas for. 
Completed as 


Completed VACCINATION te 


Subject Summary o\) 


©) 
az ear-old with a pertinent medical history of BS | 
: anc family history of , received Dose 1 on ppp and Dose 2 on ppp 


ye 


Concomitant medi JaShs received within 2 weeks prior to the onset of the hemorrhagic stroke included 


The subject was diagnosed with a hemorrhagic stroke on ppp), 176 days after receiving Dose 2, and died on ppp), 179 days after receiving 
Dose 2. 
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Compound: PF-07302048; Protocol: C4591001 Page 54 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp: Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Narrative Comment <0 

On ppp) (Day 28), the subject’s routine cardiac stress test result was abnormal, and was diagnosed with and hospitalized for coronary artery 
disease (CAD). The subject underwent a cardiac bypass surgery on ppp) and was discharged home on PPD xe in an unspecified date in ppp), 
the subject started treatment with PPD at an unknown dose level for CAD. S@ 


On (Day 197), the subject was found unconscious by Hal family ing home and was taken to the, Persone room (ER). During a telephone 
call with rep family 2 days before that, the subject complained of a headache with confusion. In the E (Day 197), the subject was found to be minimally 
responsive with a Glasgow Coma Scale score of 5 and was intubated for airway protectio PPD alsa, hypertensive emergency with a systolic blood 
pressure of 220 mmHg and was started on The subject waa ugntly diagnosed with nontraumatic subcortical intracerebral 
hemorrhage with intraventricular hemorrhage that resulted in a stroke and likel ation? e physical examination indicated fixed, blown right 5-mm 
pupil, 3-mm left pupil minimally reactive, weak corneal reflex on the righ alto couheal reflex on the left. The hemorrhagic stroke was life-threatening 
and required inpatient hospitalization for 4 days. Per the hospital recor gt was coagulopathic and was on Per the history and physical 
written notes of ppp) (Day 197), the subject had coagulopathy secexdary to anticoagulation and the plan was to reverse it with prothrombin complex 
concentrate (PCC), but there was no medication list that showed whether CC was used or not. Furthermore, the stop date was presumed to be on 
(Day 197), but there was no clear documentation gith stop date in the subject’s medical records. Laboratory results showed mildly decreased 
hemoglobin and hematocrit and normal platelets (values notpfovided). There were no results available for the prothrombin time, partial thromboplastin 
time, or international normalized ratio. Imaging studi vided in records included only a computed tomography (CT) scan of the neck, which showed 
mild degenerative changes but no acute tao) Medical records further indicated extensive brain damage, including subcortical intracerebral 
hemorrhage, intraventricular hemorrhage, cexebra edema, obstructive hydrocephalus, compression of the brain, cerebral herniation, hemiparesis, 
PED ioe following intra ral hemorrhage, acute encephalopathy, and coma. A head CT scan showed stroke. The stroke appeared to be due 


to in tmCtion with a hypercoagulable state caused by aD) | use. Per the family’s knowledge of the subject’sPPD 
, PPDwas issued a ‘ ” order with no surgical intervention. PPD was compassionately extubated and died a few hours 
later on ppp @a ). The causes of death were reported as hemorrhagic stroke and disease progression. An autopsy was not performed. 


In the opinion ofthe Investigator, there was no reasonable possibility that the hemorrhagic stroke was related to the study intervention or clinical trial 
procedures. er concurred with the investigator’s causality assessment. Per the investigator, the event was likely related to eB | use, 
and possi . Per Pfizer, the event was due to the progression of the subject’s underlying condition, which was 
unceftrolled, in conjunction with a hypercoagulable state caused by 32 use. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group sie aseuaaaviabid BNT162b2 Phase 2/3 (30 pg) woe 


Medical History 


Investigator Text sess MedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 Page 56 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 
Medical History 


Investigator Text IMedDRA Preferred Term 
PPD 


resent 


ast 


ast 
Past 


Past 


resent 
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Medical History 


Investigator Text IMedDRA Preferred Term Start Date 


Disease Status 


[Sindy Vaccination(s) 
VACCINATION1 _[BNTI622_——S—siD 
VACCINATION? __[BNT16202_________pppmmes 23) SiS 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 622 


090177e19e02afcd\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 

Reason(s) for Narrative: Death 

Unique Subject ID: pppyyyyyyyss Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Start Date 
(Study Day) 


Page 58 of 114 


Start |Sto 
S oppale Day) 
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) S 

Oo 


INonstudy Vaccines S ot 
No Nonstudy Vaccines or 


& 


O 
pe 
'Withdrawal/Completion.|Reas for. 
aS 


Subject Summary o\) 


Completed 


Completed VACCINATION ~e 


Narrative Comment 


Subject | asi ear-old with a pertinent medical history of 
both since unkriown dates) 


received Dose | onppp —_— and Dose 2 on ppp —__s (Day 23). 


Concomitant mé@dications received within 2 weeks prior to the death included 


The subject died of an unknown cause on ppp), 242 days after receiving Dose 2. 


On ppp | (Day 198), the subject developed shooting left chest pain; the causality of the event was not identified, and the outcome was not resolved. 
The subject saw a pulmonologist and a computed tomography (CT) scan done on (Day 235) showed normal results. On , the 
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Compound: PF-07302048; Protocol: C4591001 Page 60 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
subject was hospitalized with severe diarrhea (16 stools on the same day) and abdominal pain. 


reported some dark stools also reported a moderate 

increase in intake. On the same day, a laboratory examination revealed a heart rate (HR) of 120, blood presses P) of 118/51, and blood 

workup showed low hemoglobin of 5.8 g/dL, white blood cell (WBC) count of 3100, platelet count of 71,000, sodiu 22 mEq/L, and bicarbonate of 

15 mEq/L (units not reported for HR, BP, WBC, and platelets; normal ranges [NR] were not reported). Further inVe tigations showed blood urea nitrogen 

of 18 mg/dL, creatinine of 1.12 mg/dL, total bilirubin of 1.2 g/dL, and serum lactate of 11.1 mmol/L (NR gtGeported). Tests were consistent with 

transaminitis. ersistent lactic acidosis and hypoglycemia; 

also received packed red blood cells. On an unspecified date inppp _, a test result for ection ononucleosis was positive. On an unspecified date in 
, an abdominal CT scan showed a small pericardial and left pleural effusi 0 vgith marked splenomegaly and diverticulosis without bowel 

inflammation, and a chest CT scan showed mediastinal adenopathy. It was apie that splenomegaly was secondary to the hepatic disease due to 

There were no signs of gastrointestinal bleeding seen on eng by. go 


F \ : ’ ‘ : ‘ 
Hematology workup for pancytopenia could not be completed due to progresive multiorgan failure, profound and persistent hypoglycemia, and metabolic 
acidosis. It was unknown if a COVID test was done. @» 


The subject was transferred to hospice care on PPD tit died of an unknown cause on ppp) (Day 265). An autopsy was not 
performed. ook 


In the opinion of the investigator, there was no shane possibility that the death was related to the study intervention, concomitant medications, or 
clinical trial procedures. Pfizer concurred wath-t e investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 61 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


ge at Enrolment (Years) [Race =O | 
x) we, 


“ A0 
a @ - a 
Vital Signs - Baseline Rd 
@» Date Collected 


Medical History , xO 
oe 


Investigator Text 
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Compound: PF-07302048; Protocol: C4591001 Page 62 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Medical History <0 
Investigator Text IMedDRA Preferred Term Start Date Disease Status | 
PPD! )Present 
PPP [Present 
= o, 
Eo [Present 
pPDEE [Present | 


Study Vaccination(s) 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 9) 02 . 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines son yor 
No Nonstudy Vaccines xO 7 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 


Completed SCREENING ppp 


Completed VACCINATION ppp 
Withdravn FOLLOW-UP —— 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: pppiiiii Ns Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


, a 70-year-old with a pertinent medical history of 

NS Dose | on ppp and Dose 2 on 
o 

The subject was diagnosed with metastatic biliary cancer with metastases to the liver on oS days after receiving Dose 2, and died of the events 
on ppp, 86 days after receiving Dose 2. (SA 


The subject experienced abdominal discomfort on ppp) (4 days before onsiyi BX), and magnetic resonance imaging done on an unspecified 
date showed gallstones and hepatic densities of an unknown cause. On : an ultrasound-guided core biopsy and liver biopsy revealed a poorly 
differentiated carcinoma in the liver, which led to a diagnosis of biliary Cancet(with metastases to the liver on ppp) (Day 57). On ppp, a 
positron emission tomography scan revealed no other organ involvem “besides the liver. The subject had oncology consultations on ppp 7). The 
subject received a treatment of (no further information reported). The subject had no reported predisposing 
factors and died on ppp (Day 108) because of the dis progression of biliary carcinoma metastatic to the liver. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that the metastatic biliary cancer with metastases to the liver was related to the study 
intervention or clinical trial procedures. Pfizer coaetirred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 
a> 
go 
wv 


-- 
Date of Birth Age at Enrollment (Years) Race ——SSCsS@déB nn ity Sex _| 


Date Collected 
(Study Day) 


Medical History 


Investigator Text, 6e> 
ep _Present 
ppp Present 
Present 
ppp Present 
a cc 
mn Present 
a oe 
pep [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 66 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 
ot 
sone? 
3° 
“ 
xe 


Study Vaccination(s) 


Y 
Oo 
‘Vaccination Number Vaccine = =—_—s[ Vaccination Date (Study Day) 


IBNT162b2 By) 


VACCINATION? [BNT16262 a 
yr OY 
& oe 
S 


Adverse Events 


MedDRA Preferred 
Term 


1 CARD [Acute left ventricular {PPL 
; O 
failure Oo? 


2 CARD ee ad 
congest# 


B [MET ABL H ypokalaemia 
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: pppyyyyyyyyys Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


AE Related To: 
INOT RELATED/OTHER: Not related to drug or no 
treatments ; 

INOT RELATED/OTHER: Not related to drug) 
treatment \ 
INOT RELATED/CONCOMITA 


n-drug 


(ppp) 
Poe (PD) 
(ppp) 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


( 


INonstudy Vaccinés a 
No NonstudyVaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 68 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —" ———| 


SCREENING 


Narrative Comment 
Subject a 50-year-old with a pertinent medical history of 


received Dose | on 
and Dose 2 on ppp (Day 24). \° 


Concomitant medications received within 2 we eels p rior to the onset of the congestive cardiac failure included 


On ppp) (Day 50) fHE s subject presented to the emergency room (ER) with severe hypokalemia (potassium values not provided) and was diagnosed 
with acute left ve nites failure (New York Heart Association Class 4 acute on chronic systolic heart failure), resulting in hospitalization. Hypokalemia 
my to be secondary to the need for aggressive diuresis with 
art dates). The subject’s magnesium and potassium levels were restored. On ppp (Day 52), the acute left ventricular failure and 
‘sKinia aoe and the ama was ee from the hospital. 


after receiving Dose 2. 


On ppp) (Day 92), the subject’s ongoing history of worsened because of end-stage heart failure. The subject went to the ER and 
was diagnosed with congestive cardiac failure that resulted in hospitalization. A subsequent chest x-ray showed stable cardiac enlargement with a faint 
infiltrate and/or subsegmental atelectasis at the right lung base; however, there was no consolidation or edema observed. The venous/lower-extremity 
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Compound: PF-07302048; Protocol: C4591001 Page 69 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Doppler performed on ppp) showed no evidence of acute deep vein thrombosis. A peripherally inserted central catheter (ine was placed for 
Per the cardiologist, the subject was only minimally responsive to aggressive medical therapy, including 
because of idiopathic cardiomyopathy and severe left ventricular systolic dysfunction coupled ith acute on chronic combined systolic 
and diastolic heart failure. Per the discharge summary, the subject was not a candidate for any advanced cardia Sacra On ppp 9), the automatic 


implantable cardioverter defibrillator was turned off. On ppp), influenza and SARS-CoV-2 test res were negative. On the same day, the subject 
» 9% 
On ppp | (Day 111), the subject died of congestive cardiac failure (stage ige disease 6Fbgression. An autopsy was not performed. 


was discharged to an inpatient hospice care facility. 


In the opinion of the investigator, there was no reasonable possibility that the cohBestive xin failure was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the inves i or’s.gan lity assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: pppyillllllllllilills Country: BPD ili 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 0) 


MedDRA Preferred Term Start Date Disease Status 
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mn Present 
mm Px 
a 
a 
a 
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pep Present 
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Compound: PF-07302048; Protocol: C4591001 Page 71 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Medical History 
Investigator Text IMedDRA Preferred Term Start Date Disease Status | 


tb 
= resent 


Study Vaccination(s) 


VACCINATION | 
VACCINATION 2 Placebo 


Stop Date Stop |Duration |Toxicity 
(Study Day) Time |(Days) |Grade 
oe 


| Bs 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 9) Rave i 


8 8 8 


Relative-\©} ia 


Prior Day. From 
Vaccination, Frior Narrative 
SAE|AE Still Present? |AE Related To: INumber?* > |Vaccination |Event 
TC/TCN/W |Y _ [Fatal (ppp) [NOT RELATED/OTHER: Diagnosis of COVID-19 [2 a°~ 


TC/TCN/W|Y _|Fatal (ppp) [NOT RELATED/OTHER: Viral Infection) —_)O2 103. SLY 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


ae SCREENING pp St | Csi‘CSCsS 
~ [Completed VACCINATION spp | 
Withdrawn [FOLLOW-UP ppp DEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 73 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppZpllllllllllliiiills Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Subject , a 70-year-old with a pertinent medical history of 


received Dose | on ppp and Dose 2 on ppp) (Day 22). ‘| @ 


Concomitant medications received within 2 weeks prior to the onset of the acute respiratory failure and COV mao illness included 


The subject was diagnosed with acute respiratory failure and COVID-19 illness neh gee: 102 days after receiving Dose 2, and died of the events on 
, 134 days after receiving Dose 2. a e»> . of 
2 N 
On ppp) (Day 125), the subject completed a telehealth potential COVA nes visit with a positive central laboratory COVID-19 test result, and 
tested positive for COVID-19 at an outside testing site on ppp | (Day26). The subject’s family informed the site that on pppy 7) (Day 130), the 


subject presented to the hospital via emergency medical services wir ghorines of breath, productive cough, headache, fever, myalgia, lack of taste, 


decreased appetite, and 2 syncopal episodes. According to the sudjeéct’s medical records, upon hospital admission, the subject was afebrile with a 

respiratory rate of 22 breaths/min. The subject was noted tebe’ ypoxic with blood saturation levels in the 80s (%), with improvement on supplemental 
oxygen; Pep oxygen saturation was 95% on 3 L of su ental oxygen via nasal cannula. The subject was diagnosed with acute hypoxic respiratory failure 
due to COVID-19 with an onset date of Day 124). was treated with . The subject remained on 
oxygen therapy, and was additionally treated: it . On ppp. 
the laboratory test results showed he bin of 10.2, potassium of 3.1, calcium of 8.1, C-reactive protein of 2.8, and fibrinogen of 530 (units and normal 
ranges [NRs] not available). A mpa ed tomography angiogram of the chest with contrast revealed multifocal pneumonia, left upper lobe and right 
hilar/suprahilar teen cra and emphysema with no evidence of large or central pulmonary artery embolus. On ppp), the laboratory test 
results showed leukocyt 10.6 K/uL (NR: 4.0-10.5 K/L) and neutrophils of 9.1 K/wL (NR: 1.7-7.7 K/uL). On ppp, the subject was moved to 


opinion of the investigator, there was no reasonable possibility that the acute respiratory failure and COVID-19 were related to the study intervention, 
oconcomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 


AW? 
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Compound: PF-07302048; Protocol: C4591001 Page 74 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


x XO 
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Compound: PF-07302048; Protocol: C4591001 Page 75 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


asain Nebr |Waedin@ | \Vaesination Date Gidy bay) | [maeot vacation 
VACCINATION| _[BNTI6202 _ pppua() 

VACCINATION? _[BNTI6262_______ ppp 3) 
THIRD DOSE BNTIG262 [BNTIG202 bpp G7) 


Adverse Events 
IMedDRA |MedDRA Preferred 


art Date Start |Stop Date 
(Study Day) Time |(Study Day) 


Subject; 


iW. 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 76 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


so? 
INonstudy Vaccines eX’ 
Investigator Text WHO Drug Preferred Term 


Subject Summary 


Study Phase 


Completed VACCINATION — 


Of 
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Compound: PF-07302048; Protocol: C4591001 Page 77 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 


Subject ppp, a 70-year-old ppp) with a pertinent medical history of 
Dose 1 on ppp, Dose 2 on ppp | (Day 23), and Dose 3 on ppp) (Day 377). 


The subject was diagnosed with a right temporoparietal glioblastoma on ppp), 135 days after receiving Dose| al died of the event on 
, 177 days after receiving Dose 3. oo ° 


The glioblastoma was diagnosed by a computed tomography scan on ppp) (Day 51 2 and was gon irmed by a stereotactic biopsy on ppp 7. 
Upon consultation with the physician, the subject opted to not start treatment, and was ang d to hospice care. PPD died of glioblastoma on 
1@) 


(Day 554). ave 


\s 
In the opinion of the investigator, there was no reasonable possibility that gtioblasiSina was related to the study intervention or clinical trial procedures. 
Pfizer concurred with the investigator’s causality assessment. S AGO 
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Compound: PF-07302048; Protocol: C4591001 Page 78 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) a S 
Oo 
a 
go 
“ 


= 
Race aoe Sex 
ed oo 


@» Date Collected 
Height Weight BMI oO (Study Day) 


ppp ke pp Ke/m2 


Medical History XO 


pep resem 
a 
pep (Present 
pas Present 
pp (resem 
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Compound: PF-07302048; Protocol: C4591001 Page 79 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group Jie aseannaaahid Placebo => BNT162b2 Phase 2/3 (30 wg) => BNT162b2 (30 pg, 1 Dose) 


<f Peat 


ppp [Present 
wy, 

pei Present 
pp (Present ———_—| 


a oe 
— 
pep Present 
—_ 


a a an 
VacaRATION—Pucew pepe) pp 
VACCINATION? [Placebo ppp Si 
VACCINATION3 _[eNT16062_______ ppp 53) Si 
VACCINATIONS —_[enT162b2___ ppp (180) Sippy 
THIRD DOSE BNTIOOED aNTI622______ ppp 40) Si 
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Compound: PF-07302048; Protocol: C4591001 Page 80 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 
IMedDRA |MedDRA Preferred 


Start Date 
(Study Day) 


AE Relate@sTu: 
NOY,RELATED/OTHER: Death 


KH\P° 


\* 


¢ 
\ 


Prohibited Concomitant Medications 


No Prohibited Concomitant. Metications 


Fate 
Nonstudy Vaccines 
INo Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 81 of 114 
Reason(s) for Narrative: Death 

Unique Subject 1D: PPD ili] Country:P? 00 oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Withdrawal/Completion |Reason for 
Status Study Phase —_ aa | 


SCREENING 
Compleiee VACCINATION —— 


IREPEAT SCREENING 1 
Completed OPEN LABEL 

TREATMENT 
Completed REPEAT SCREENING 3 ee OS 
eee OPEN LABEL 

ie —__—_homoncee 


Withdrawn == [FOLLOW-UP eo DEATH 


Narrative Comment 
with a pertinent medical history of 


received Dose 1 on ppp) and Dose 2 onppp | (Day 20). 


In accordance with goa allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed Beure subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


(Da y 153), Ppp (Day 180), and pppyy (Day 400), respectively. 


Th subjéct was diagnosed with acute respiratory failure on ppp), 146 days after receiving Dose 5 (third dose of BNT162b2), and died of the event 
<a, 182 days after receiving the third dose of BNT162b2. 


The acute respiratory failure required an emergency room visit and subsequent hospitalization for 36 days. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that the acute respiratory failure was related to BNT162b2 or clinical trial procedures. 
Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 82 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

<\ 
Oo 
ot 
a 
oo 
Ne 
a 
oo 
@ 
) oe 
ey av 
0° . ow 
yxOX a 
@ & 0% 
ew” cot 
o* 
we 
9 @ 
xy 
Ne 
ox 
\ coms 
ow 
<u 
9° 
opr 
ge 
so 
oe 
ow 
a 
Co 
a 
oe 
oe 
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Compound: PF-07302048; Protocol: C4591001 Page 83 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp | oe S 
Se N 
xe 
RK) 


Date of Birth Age at Enrollment (Years) [Race = [Ethnicity Sex 


© 


Date Collected 
(Study Day) 


ane 


Investigator Text a oe IMedDRA Preferred Term Start Date Disease Status 


Present 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—SsW Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo NG) 
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Compound: PF-07302048; Protocol: C4591001 Page 84 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 50° 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) one’ ' 
Date of First Dose: ppp); Date of Last Dose: ppp yy) an? 


puuly Nacciuatlon(s) 


VACONATION? Pasig CD eT 
VACCINATION 3 __[BNTIG2=2_______ ppp G55) 
VACCINATION4 _[BNTI62»2 bpp 76) 


Adverse Events 
IMedDRA |MedDRA Preferred 


co 
ao 
“ |Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 85 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines ow? 
fF 
No Nonstudy Vaccines © 


Subject Summary 


a 


Withdrawal/ etion Oi 
Status Study Phase Date exe 


Completed SCREENING 
Completed IWVACCINATION 
Completed IREPEAT SCREENING 1 
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Compound: PF-07302048; Protocol: C4591001 Page 86 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
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Compound: PF-07302048; Protocol: C4591001 Page 87 of 114 


Reason(s) for Narrative: Death 


Unique Subject 1D: [pfs Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Medical History XO 


PPD Present 
pep__fPs_—_ 
a 
PPD. —__[Present 
a 
PPD [Presenr | 
Pp 
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Compound: PF-07302048; Protocol: C4591001 Page 88 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppl Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


i 


Study Vaccination(s) as cow 


O 
‘Vaccination Number Vaccine = =——Ss Vaccination Bate (Study Day) Time of Vaccination 
a\)- 


VACCINATION 1 IBNT162b2 (1) 


AE MedDRA Start Date 

Number |SOC  _ i (Study Day) 
C\ 

fe 


e) 
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Compound: PF-07302048; Protocol: C4591001 Page 89 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: pppy) Rat 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed SCREENING ps | 
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Compound: PF-07302048; Protocol: C4591001 Page 90 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —— ss 


Completed [VACCINATION 


Narrative Comment 


, 2 60-year-old with no pertinent edical history, received Dose | on and Dose 2 on 
(Day 22). ye 


Concomitant medications received within 2 weeks prior to the enor the traumatic injuries from 


O 
The subject sustained tra ic injuries and died me on a. 90 days after receiving Dose 2. The subject was the EEDy. 
The outcome of the coor was fatal. An autopsy was not performed. 


In the oping te investigator, there was no reasonable possibility that the traumatic injuries from the Dy were related to the study 


eae 


or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 655 


090177e19e02afcd\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 91 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 
a> 
go 
“ 


Demography _ @) 


Date of Birth Age at Enrollment (Years) [Race Ethnicity” Sex 


Medical History XO 


a 
PPD. —_C=s[Pressentt 

ppp Past 
Ppp Past 
Pp 
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Compound: PF-07302048; Protocol: C4591001 Page 92 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Investigator Text Jiseae 


Present 


Study Vaccination(s) 


Start Date Start |Stop Date Stop |Duration |Toxicity 
(Study Day) Time |(Study Day) Time |(Days) |Grade 
1 4 


Arteriosclerosis 


~  |CARD Hypertensive heart 
disease 
B|GENRL 
i [GENRL 
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


MedDRA [MedDRA Preferred Start Date _|Start [Stop Date Stop\ (Du 
(Number |SOC Investigator Text (Study Day) Time |(Study Day) , {rime (Days) 


a 
a ee 
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Compound: PF-07302048; Protocol: C4591001 Page 94 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppillllllllliiiatlls Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


INonstudy Vaccines oe oo 
No Nonstudy Vaccines \0 
oS 


Subject Summary 


& 


O 
ed _x\0 
'Withdrawal/Completion«|Reason\to ~ 
Ta 
OQ 


Completed 


Completed VACCINATION Ps oC 


Narrative Comment 
Subject , ano- with a pertinent medical history of 


: receiey Dose | on ppp) and Dose 2 on ppp) (Day 20). 


Concomitant medi ahs received within 2 weeks prior to the onset of arteriosclerosis and hypertensive heart disease included 


for hypertension. 


The Sub ject experienced arteriosclerosis and hypertensive heart disease on ppp), 70 days after receiving Dose 2, and died on the same day. 


O° [The subject, with a history of , lost consciousness on ppp) (Day 90). PED family witnessed the event and attempted 


resuscitation, but it was unsuccessful. The subject was not taken to the emergency room or physician’s office, and died on the same day (Day 90). The 
subject had regular follow-ups with ha primary care physician, and there were no new complications or events reported prior to the subject’s death. The 


cause of death was disease progression (arteriosclerosis and hypertensive heart disease). An autopsy was not performed. 
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Compound: PF-07302048; Protocol: C4591001 Page 95 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


In the opinion of the investigator, there was no reasonable possibility that the arteriosclerosis and hypertensive heart disease wer’ ‘elated to the study 
intervention, concomitant medications, or clinical trial procedures, but rather they were related to cardiovascular disease. Pfizer concurred with the 
investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 96 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: pppiiii Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vital Signs - Baseline 


Date Collected 
(Study Day) 


Medical History 


TvetigatoniTer : 
Present 
a 
a 
fom Present ——_—| 
a 
a 
en 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 97 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yyy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


BD fPresen | 


PPD Present 
Past 


x" 2 
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Compound: PF-07302048; Protocol: C4591001 Page 98 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Start |Stop Date 
Time |(Study Day) _ [Ti 
ONGOING®» | 
pee 
.CO¥ 
cima 
| 
(156) 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 
Cardiac disorder 


3 GENRL [Injection site pain 


¥ 


INo Prohibited Concomitant Medications 


Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 99 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp | 


xe 
Nonstudy Vaccines ek 
[No Nonstudy Vaccines | ’ ~D 
AO 
o 
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Compound: PF-07302048; Protocol: C4591001 Page 100 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Narrative Comment 1) 


, a 70-year-old with a pertinent medical history of 
, received Dose 1 onPPD and Dose 2 on (Day Reh 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was\eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, second a third doses of BNT162b2 on 


(Day 134),PPD (Day 155), andPPD (Day 435), respectively. A @ 
re 


Concomitant medications received within 2 weeks prior to the onset of the cardiac diso rdey d included 


The subject experienced a cardiac disorder and was involved ino PED resulting in death onPPD 108 days after receiving Dose 5 


(third dose of BNT162b2). at 


OnRPD (Day 543), the subject died becau ee an PPD that could have been caused by a cardiac disorder. No other information 
about the timing and sequence of events was Ab e. It was unknown if a postmortem evaluation was done. The investigator suspected that the cardiac 
disorder was an acute cardiac ischemic set did not have records or verbal reports to confirm. It was not reported if an autopsy was performed. All 
information on the subject’s death was ovided by the subject’s PRD and the site did not have access to any further records. Therefore, the site could 
not confirm definitively that the ‘ivdiac event was a cause of death. 


In the opinion of the estigator, there was no reasonable possibility that the cardiac disorder and were related to BNT162b2; the 
suspected risk factersfor the cardiac disorder were the subject’s medical history of . Pfizer 
investigator’s causality assessment. Per the investigator, the was related to the cardiac disorder. 
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Compound: PF-07302048; Protocol: C4591001 Page 101 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Age at Enrollment (Years) Ethnicit y° Sex | 
co (Not Reported ! 


\3 


Vital Signs - Baseline Ot 


Medical History xO 


PD Present | 
Pe Presene ——_—| 
se 
pep Presem ——_—| 
PPD [Present | 
PEPE —_Presenn | 
ee Ps 
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Compound: PF-07302048; Protocol: C4591001 Page 102 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Investigator Text MedDRA Preferred Term Start Date Disease Status | 
mu Present 
ppp. | 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =———=s&| Vaccination te (Study Day) Time of Vaccination 


va 
at 
1) 


VACCINATION? [Placebo ‘pis 
VACCINATION 3 BNT162b2 a O) 
VACCINATION 4 IBNT162b2 > 


Adverse Events ° 


MedDRA MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 
Number |SG€ Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) |Grade 
ppp 402)| ppp doo] os 


Coronary artery disease 


Headache 
3 |GENRL Injection site pain 
4 |GENRL Injection site pain 
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Compound: PF-07302048; Protocol: C4591001 Page 103 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Fatal (pppu) _ [NOT RELATED/OTHER: 

Resolved (ppl) [Study Treatment ed Boh ft IN 

Resolved (ppl) [Study Treatment oO OMB tN 
we 


Resolved (ppp) |Study Treatment 


Prohibited Concomitant Medications xe 
|No Prohibited Concomitant Medications | « 


INonstudy Vaccines 


Investigator Te WHO Drug Preferred Term Start Date 


sl 
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AW? 


Q© |The subject was diagnosed with CAD on ppp, 254 days after receiving Dose 4 (second dose of BNT162b2), and died of the event on ppp. 


Compound: PF-07302048; Protocol: C4591001 Page 104 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp yy) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase ——— ———| 


SCREENING 


Narrative Comment 


2X 
Subject , 2 60-year-old. \(race not reported) with a pertinent medical history of 


onppp (Day 22). 

In accordance with the protocol ati the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subje riginally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 
(Day 127) and pp, Sab 148), respectively. 


received Dose 1 onppp and Dose 2 


Concomitant me aications received within 2 weeks prior to the onset of the coronary artery disease (CAD) included 


258 days after receiving the second dose of BNT162b2. 
The subject reported to ies primary care physician (PCP) exertional chest pain as well as dyspnea on exertion that started around ppp), and the subject 


was referred to a cardiologist. On , the subject’s cardiac pharmacologic stress test result was abnormal, and a myocardial perfusion scan 
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Compound: PF-07302048; Protocol: C4591001 Page 105 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


showed a large-sized severe fixed defect in the mid to apical anterior, inferior, and septal wall with diffuse wall motion abnormp ities. The subject received 
ithe nonstudy PRD on ppp |) for SARS-CoV-2 prophylaxis, but the site was tiot notified. 


The subject was evaluated at the physician’s office for CAD. On ppp) (Day 402), the subject visited the ifal and underwent cardiac 
catheterization, which showed total occlusion of the left anterior descending artery and confirmed the diagnosis 6f CAD. A cardiac stent was placed 
successfully on the same day (Day 402). Therapeutic measures were taken because of the CAD and the stbject was discharged. The hospital stay was 


1 day. It was reported that the plan was to follow-up with the subject’s PCP in a month and\to adm 


@ 


eo on 
The subject died on ppp) (Day 406). The reported cause of deat disease -progression and CAD. It was not reported if an autopsy was 
performed. The site was unable to reach the subject's family to follow as more details. 


In the opinion of the investigator, there was no reasonable possibilit tpn the CAD was related to BNT162b2, concomitant medications, or clinical trial 
procedures. Pfizer concurred with the investigator’s causality ent. Per the investigator, the event was related to 
> 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppppyilllllllllliilills Country: BPD iin 


Vaccine Group (as Administered): Placebo 


Page 106 of 114 


MedDRA Preferred Term Start Date Disease Status 


Page 671 


pp Present | 
a 
a 
a 
a 
a 
a 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 107 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 9) An? 

ox 


[avesigator Text fis refed Term iat te St 
PPD wjPresent_ 
PPD [Present 
PPD [Present 


PPpM [Present 
PPDN Present 


‘Vaccination Number ee Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo gs pps) 
a 


ni MedDRA Le Preferred Start Date Start |Stop Date aa Duration 
Number |SOC Investigator Text —a Day) Time |(Study Day) = 
}___JNEOPL | _|ONGOING 

ee co — 
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Compound: PF-07302048; Protocol: C4591001 Page 108 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD ey 


Vaccine Group (as Administered): Placebo : ~ 7 


Date of First Dose: ppp); Date of Last Dose: ppp aoe 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date Stop. ration 
(Number |SOC Term Investigator Text (Study Day) Time |(Study Day) iE {time (Days) 
| Kg) 3 


GASTR {Mouth ulceration 


U e 
= INonstudy Vaccines 


No Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 109 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 9) Ane 
<\ 
Oo 
6° 
gh 
“ 


Withdrawal/Completion |Reason for nN x. 
Study Phase Date Withdrawal aX’ 
oo A PPC: 


Completed SCREENING 
* O 
PO 
Withdravn [FOLLOW-UP me OO Re 
WV 


> 
one 


Subject , a 50-year-old with a pertinent medical history of 


received Doge Pon ppp) and Dose 2 on ppp) (Day 22). 
The subject was diagnosed with metastite breast cancer on ppp) |, 57 days after receiving Dose 2. 


The subject received (3 unspecified treatments) from ppp) to ppp) for breast cancer. 
The subject died of anyankhown cause on ppp, 269 days after receiving Dose 2. 


On receiving aeéinpliance alert regarding the subject’s e-diary, the clinical research coordinator googled the subject’s name to find the alternate contact 
information@and the search results yielded the subject’s obituary details. It was unknown if an autopsy was performed. The subject was withdrawn from 


the on ppp | (Day 291) because of the death and metastatic breast cancer, which was ongoing at the time of the subject’s death. No further 
asitls were available. 


In the opinion of the investigator, there was no reasonable possibility that the metastatic breast cancer and death were related to the study intervention, 
concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the metastatic breast cancer 
provided a most likely explanation for the subject’s death. 
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Compound: PF-07302048; Protocol: C4591001 Page 110 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of Birth Age at Enrollment (Years) 
pps =i (tiCitC tC—“‘(‘CNC‘idz« 


Vital Signs - Baseline Ot 


ras 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


a 
a 
ppp) (Present 


Medical History xO 
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Compound: PF-07302048; Protocol: C4591001 Page 111 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) . ow? 

N 


Study Vaccination(s) 


‘Vaccination Number abel ton Date (Study Day) Time of Vaccination 


NACONATION Passo 
VACCINATION? [Placebo pups 2) sop 
VACCINATIONS —_[BNTI602_,X° ppp GS) Si 
VACCINATIONS _[pNTI6aH9°° ppp Us?) Sip 
HRD Dose BNTICR pyitanz ps 16 
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Compound: PF-07302048; Protocol: C4591001 Page 112 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rac y 


Adverse Events 


Toxicity 
ey Grade |Subject |SAE|AE Still Present? |AE Related To: 


pW Yate (ppp) NOT RELATED/OTHER: unknown 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Subject Summary 


Completed [VACCINATION pa | 


Completed |REPEATSCREENING 1 _pppusms =i SSSSSCS 
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Compound: PF-07302048; Protocol: C4591001 Page 113 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed REPEAT SCREENING 3 pono 
ee OPEN LABEL xe 
\C 
TREATMENT a a 


Withdrawn FOLLOW-UP 


Narrative Comment 
Subject , a 70-year-old 


with a pertinent medical history of 
received Dose 1 on ppp) and Dose 2 on ppp (Day 20). 


In accordance with the protocol rea a subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had. ori ally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


(Day 162), (Day 187), and ppp) (Day 416), respectively. 


Concomitant medicatio: aveceived within 2 weeks prior to the onset of the intracranial hemorrhage included 


The ed 


aly was diagnosed with an intracranial hemorrhage on ppp), 321 days after receiving Dose 5 (third dose of BNT162b2), and died of the 
, 335 days after receiving the third dose of BNT162b2. 


ge tthe subject’s medical records stated that the subject called 911 on an unspecified date with a complaint of high blood pressure, which PPP could not lower. 


On ppp ~~) (ay 737), the subject was hospitalized with a diagnosis of intracranial hemorrhage. Surgery was discussed but the physicians decided not 
to perform the surgery. On ppp) (Day 751), the subject died from the intracranial hemorrhage. An autopsy was not performed. 
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Compound: PF-07302048; Protocol: C4591001 Page 114 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


In the opinion of the investigator, there was no reasonable possibility that the intracranial hemorrhage was related to BNT162b28oncomitant medications, 
or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. <o® 
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Compound: PF-07302048; Protocol: C4591001 Page 1 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


aN 
Medical History RO 


Investigator Text : OX MedDRA Preferred Term Start Date Disease Status 
PPD Present 
a 


me Presen —_—| 
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Compound: PF-07302048; Protocol: C4591001 Page 2 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


S 
‘Vaccination Number Vaccine = =———S—S—Ss| Vaccination Date (Study Day) Time of Vaccination Lo 
VACCINATION 1 BNT162b2 pp) 
VACCINATION? __[BNT16202 Ol 


ow 


Adverse Events 


EEG 
Yate Start |Stop Date Stop |Duration 
udy Day) Time |(Study Day) Time |(Days) 


ma AE Related To: 


20 |roww_[y__|Fatal @pp) [NOT RELATED/OTHER: unknown [2 [211 
cE _IN___N_ Resolved (ppp) NOT RELATEDIOTHER: unknown 
IN [Resolved (ppp) [NOT RELATED/OTHER: unknown [2.2 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp An? 

ox 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 


INonstudy Vaccines 
INo Nonstudy Vaccines 


Competed SCREENING) pps TS 
Compiled VACCINATION | 


, 2 70-year-old ppp) with a pertinent medical history of 
, received Dose | on ppp) and Dose 2 on ppp) (Day 21). 


Concomitant medications received within 2 weeks prior to the onset of the acute myocardial infarction included 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 682 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 4 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


217 days after receiving Dose 2. 


On ppp), the subject underwent laboratory tests and procedures, which included blood cultures with no g withrat 5 days; negative Mycoplasma 
pneumoniae antibodies; and a single view chest x-ray showing bilateral patchy airspace opacity consistent with fiultifocal pneumonia and small bilateral 
pleural effusions. ow 


~OW 
On ppp) (Day 231), the subject presented to the emergency room with complainteat wo ne dyspnea over the past 3-4 weeks. Be had no nausea, 
vomiting, or chest pains, but ™ had hemoptysis, melena, and worsening lower extreriity Ae : was treated with and was 
transferred to another hospital for further evaluation. A chest computed cio GT Ya giogram scan showed multifocal pneumonia with large bilateral 
pleural effusions. An echocardiogram showed an ejection fraction (EF) eh %0-259 with severe global hypokinesis, mild mitral annular calcification, 
moderate mitral valve regurgitation, moderately calcified aortic cusps, and i{d-dortic valve insufficiency. Laboratory examinations showed a negative 
SARS-CoV-2 virus test, negative urine analysis, stool positive for oceultsalood, and fifth generation troponin T level of 688 ng/L (normal range [NR]: 
<20 ng/L). AO) 


\“ 
On ppp), a cardiac catheterization showed 95% pr BAT anitotiet descending coronary artery, circumflex proximal subtotal occlusion, right 
coronary artery 100%, EF of 20-30% with severe global\nypokinesis, ischemic cardiomyopathy, elevated filling pressures, and severe pulmonary 
hypertension. The subject was found to have congestive heart failure, and a was diagnosed with acute myocardial infarction (non-ST elevation) with 
severe triple-vessel coronary artery disease 


On ppp, a posteroanterior and utéral chest x-ray revealed interval resolution of underlying central vascular congestion, multifocal infiltrates, and 
small bilateral effusions. , XO 


On ppp, the s pists pericnead an episode of hemoptysis with melena, marked by an acute drop in hemoglobin. A CT angiogram of the chest and 

abdomen showed foval Consolidation without active bleeding. hemoglobin continued to drop, reaching 7.1 g/dL (NR: 14.0-18.0 g/dL) despite receiving 
od Ot er laboratory tests included point of care testing with pH of 7.366 (NR: 7.35-7.45), partial pressure of carbon dioxide of 28.2 mmHg 

(NR: 35-46,@imHg), partial pressure of oxygen of 114 mmHg (NR: 70-90 mmHg), bicarbonate of 16.2 mmol/L (NR: 22-26 mmol/L), total carbon dioxide 

of | Pisimol/L (NR: 22-29 mmol/L), potassium of 6.2 mEq/L (NR: 3.5-5.0 mEq/L), chloride of 92 mmol/L (NR: 96-108 mmol/L), sodium of 129 mEq/L 

: 133-145 mEq/L), creatinine of 2.4 mg/dL (NR: 0.5-1.2 mg/dL), hematocrit of 21% (NR: 42-52%), ionized calcium of 0.99 mmol/L (NR: 

1.10-1.35 mmol/L), glucose of 126 mg/dL (NR: 70-100 mg/dL), lactate of 15.49 mmol/L (NR: 0.5-2.2 mmol/L), white blood cell count of 14.72*10?/nL 

(NR: 4.10-12.2010/L), red blood cells of 2.42 10°/uL (NR: 4.40-5.50x10°/uL), mean cell volume of 107.9 fL (NR: 77.6-97.4 fL), mean corpuscular 

hemoglobin of 32.6 pg (NR: 25.9-32.7 pg), mean corpuscular hemoglobin concentration of 30.3 g/dL (NR: 31.5-35.4 g/dL), red cell distribution width of 

15.7% (NR: 12.3-15.9%), platelet count of 120x10?/uL (NR: 137-352 107/uL), mean platelet volume of 12.1 fL (NR: 9.6-13.3 fL), absolute neutrophils of 

14.20x10?/uL (NR: 1.50-7.90x107/uL), absolute lymphocytes of 0.13x107/uL (NR: 1.10-3.40107/1L), absolute monocytes of 0.25107/uL (NR: 
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Narrative Comment E 

0.30-1.10 x10°/uL), absolute eosinophils of 0.00*10°/uL (NR: 0.00-0.50x10°/uL), absolute basophils of 0.13*103/uL (NR: 0.0020.30x10°/uL), prothrombin 
time of 23.4 seconds (NR: 12.5-15.5 seconds), international normalized ratio of 2.0 (NR: 0.9-1.2), activated partial thrombephastin time of 32.5 seconds 
(NR: 27-39 seconds), plasma lactic acid of 23.2 mmol/L (NR: 0.5-2.2 mmol/L), total bilirubin of 1.6 mg/dL (NR: < cenig/dL), total protein of 5.1 g/dL 
(NR: 6.4-8.3 g/dL), and aspartate aminotransferase of 278 enzyme (Enz) U/L (NR: <39 EnzU/L). A CT angiograit f the chest showed a mildly prominent 
thoracic aorta at 4.1 cm without significant abnormalities in the pericardium and heart. There was no largs. tral embolus in pulmonary arteries and no 
pneumothorax; moderate to large bilateral pleural effusions and patchy consolidation in both lungs werenoted. ACT angiogram of the abdomen showed 
high grade stenosis and diffuse patchy, soft, calcified plaque throughout the arterial system Mesultiag’in luminal narrowing with calcification of left and 
right renal arteries, and a significant narrowing of bilateral renal arteries. The liver mars nken and cirrhotic with biliary cholelithiasis and moderate 
ascites in bowel and peritoneum, without hemorrhage. A CT angiogram of thegidivs reyea d severe, chronic multilevel compression deformities in the 
lumbar spine with 80-90% loss of height of L2 and LS. ox, oe 


On ppp) (Day 238), the subject developed hypotension. ee subsea developed multiple organ failure secondary to hypovolemic and 
cardiogenic shock. The subject was intubated and started on treatmenpiwi an unspecified PPD” A portable x-ray after intubation showed a mild 
increase in bilateral interstitial and alveolar prominence, progress(ve)consolidation in lungs (right upper lobe), and increasing prominent pulmonary 
vascularity. Subsequently, the subject became unresponsiv. potassium levels were significantly elevated. ia was treated with 

No marked inteVal change was noted on an anteroposterior chest x-ray (supine). On Day 238, the laboratory 
analysis revealed the following results: blood m. ium of 2.4 mg/dL (NR: 1.6-2.5 mg/dL), blood sodium of 137 mmol/L (NR: 133-145 mmol/L), 
potassium of 5.8 mmol/L (NR: 3.5-5.0 mmol{ii), chloride of 92 mmol/L (NR: 96-108 mmol/L), carbon dioxide of 7 mmol/L (NR: 22-29 mmol/L), blood 
urea nitrogen (BUN) of 65 mg/dL (NR; mg/dL), creatinine of 2.4 mg/dL (NR: 0.7-1.2 mg/dL), glucose of 91 mg/dL (NR: 70-100 mg/dL), calctum of 
8.8 mg/dL (NR: 8.8-10.2 oot ee gap of 38 (NR: 7-17), calculated osmolality of 292 mOsm/kg, BUN/creatinine ratio of 27 (NR: 5-28), glomerular 
filtration rate of 27 mL/min/L03 (NR: >60 mL/min/1.73 m7), albumin of 2.3 g/dL (NR: 3.5-5.2 g/dL), alkaline phosphatase of 90 EnzU/L (NR: 
39-117 EnzU/L), and alanife“aminotransferase of 170 EnzU/L (NR: <42 EnzU/L). The subject had a oc: and died of an acute 


myocardial infarctioi(Gisease progression) on the same day (Day 238) at ppp |. An autopsy was not performed. 
O 


In the opinion ot the investigator, there was no reasonable possibility that the acute myocardial infraction was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
mo 


a. 
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Date of Birth Age at Enrollment (Years) 
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Vital Signs - Baseline Ot 


MedDRA Preferred Term Start Date Disease Status 


a 
a 
ee 
a 
a 
a 
my Preset | 
a 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 685 


Page 6 of 116 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 7 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Study Vaccination(s) 


® 
of) 
‘Vaccination Number Vaccine = ititi—siC@CS acei ation Date (Study Day) Time of Vaccination 
VACCINATION 1 ____[BNT16202 OO sd” 
VACCINATION? —__[BNTI6202___,<\_ bppums C2) _——————Si 


Start Date Start |Stop Date Stop |Duration 
(Study Day) Time |(Study Day) Time |(Days) 
Cm el canes 
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Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rac 


Adverse Events 


AE Related To: 
Fatal (ppp) [NOT RELATED/OTHER: unknown [2 


y ~CO* 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Subject Summary 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed VACCINATION Ppp | 


Withdrayn [FOLLOW-UP ppp DEATH 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 
ot 
Narrative Comment Ow 


Subject ppp 4, a 70-year-old ppp) with a pertinent medical history of 
and Dose 2 on ppp) (Day 22). 


Concomitant medications received within 2 weeks prior to the onset of the chronic obstructive pulmonary di 


0 
The subject was diagnosed with COPD on ppp), 261 days after receiving Dose, 2d died'oh the same day. 


The cause of death was COPD. Per the study site, the subject did not have a p ts diagiotss of COPD and there were no relevant tests performed or 
medications given. An autopsy was not performed. No further aie aha availa e. 


O 
In the opinion of the investigator, there was no reasonable possibility that theCSPD was related to the study intervention, concomitant medications, or 
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 688 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 10 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Age at Enrolment (Year) [Race =i OC 
x) we, 


present 
a 
st 
a 
a 
pep Past 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

N 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =———=S Vaccination Date (Study Day) Time of Va = on 
VACCINATION 1 Placebo ON 
VACCINATION2 —[Passbo pps 2 ppp 


Adverse Events 


top Date 
Study Day) 


16 
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Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 0) 


Adverse Events 


Narratiy re er 
Number |SAE /AE Still Present? |AE Related To: ‘Vaccination Evento’ y 


NOT RELATED/OTHER: =e Ky 
hemorrhage 
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Unique Subject 1D: ppppilllllllllliiiiills Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp 0) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed VACCINATION Ps | lO 
Withdrawn FOLLOW-UP ppp DEATH ® 
aS . 


(since an unknown date), 


(since an unknown date) 


Concomitant medications received within 2 weeks a8 ion onset of the basal ganglia hemorrhage included PPD 


The subject was diagnosed with right basal getigtia hemorrhage with intraventricular extension on ppp), 189 days after receiving Dose 2, and died 
of the event on ppp, 204 days after receiving Dose 2. 


On ppp) (Day 210), th acess PED was a seizure and collapsed in front of Eo. When ~~ arrived at the emergency room, Es blood 

pressure was 223/115 ee re orted), PPD was diagnosed with hypertensive urgency and treated with a . The PPD upon 

admission was a ed (nto A computed tomography (CT) scan showed a 3.6 cm right basal ganglia hemorrhage with a 6 mm right to left midline 

shift, possibly dyetorn e uncontrolledPPD ED did not show signs of trauma. A COVID-19 test was negative. Another CT scan on the same day 

was significant or right basal ganglia hemorrhage with intraventricular extension. Subsequently, a showed nonreactive and asymmetric pupils. PED was 

unable-to track with PPP eyes or follow commands. PPD showed response to pain, but it was intermittent posturing. A ventricular drain was inserted, and the 
I was considered resolved on the same day (Day 210). Rep developed concurrent aspiration pneumonia and received unspecified treatment for the 


On ppp), the subject, who had been intubated, had a PPD order. 
On ppp, the subject was compassionately extubated, and on ppp 7), ee was transferred to hospice care. 
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Unique Subject ID: pppiiii Ns Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


On ppp) (Day 225), the subject died of non-traumatic intracerebral hemorrhage in the subcortical hemisphere (basal garg 
autopsy was not performed. < 


7a 
In the opinion of the investigator, there was no reasonable possibility that the basal ganglia hemorrhage was relatedo the study intervention, concomitant 
medications, or clinical trial procedures, but rather it was related to a hypertensive crisis. Pfizer concurred with the investigator’s causality assessment. 
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Vital Signs - Baseline “oe 


Date Collected 
(Study Day) 


4 XO 


Investigator Text oer IMedDRA Preferred Term Start Date Disease Status 


Present 
--- 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =———S—Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo NG) 
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Unique Subject ID: pps Country:PPDU oO 
(a5 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) ne’ 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? a 
x\O 
SSS SS SS SS SSS SSS SSS SSS SSS SSS SSS SSS S SSS SS SS SSS SSS SSS SSS SSS SS SS SS SS SS SSS SSS SSS SS SS SS SS SS SSS SSS SS SSS SSSI 
yo. 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——S—Ss| Vaccination Date (Study Day) Time of Vaccination i \O0 
VACCINATION 2 Placebo ppp pp 


VACCINATIONS [BNT16362 —" 
VACCINATION [BNTI6262 ee) 
HIRD DOSE BNTIG2D2 [BNT16362 —T 


5 cor 
AO \C 


Adverse Events Ya 
IMedDRA |MedDRA Preferred % Start |Stop Date Stop |Duration |Toxicity 


c\)* 4 
pet) 
iN xO 


c | WD 
IA Still Present? 


7 ce 
o~ 
Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 
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Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ee S 
os 
ot 


[Nonstudy Vaccines | on” 
No Nonstudy Vaccines ow" 
ek 


Completed OPEN LABEL 
TREATMENT, © 


Completed OPEN LABED~ 
TREATME 


Withdrawn JBOLLOW- 
oa 
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Medical History xO 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Medical History 
Investigator Text 


= 
fed Present __—| 


Study Vaccination(s) 


‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION I a —— oT 


(22) 


VACCINATIONS ___[BNTI63b2 "Ts 
VACCINATION4 ___|BNT16202 1 
THIRD DOSE BNTION? [BNTIG20 __,\_ ppp 4) _———ibpps SS 


Adverse Events 


a = 
Ruler ee Investigator Text —a Day) ime |(Study Day) Time |(Days) |Grade 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) ow? 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date 
(Number |SOC Term Investigator Text (Study Day) Time |(Study Day) 
Ppl (6) |pppy| 7 


5 [GEN RL __ {Injection site pain 


i ia RL ca 


18) 
Step ‘Duration Toxicity 
‘Time |(Days) |Grade 
ppt si 


[ 
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Compound: PF-07302048; Protocol: C4591001 Page 22 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 

<\ 


INonstudy Vaccines oO 
Investigator Text WHO Drug Preferred Term 


Subject Summary 
rot Re 
Study Phase OC 2 |Withdrawal 
Completed SCREENING pp oT 


Completed REPEAT SCREENING | _ [pppmiy 


Completed OPEN LABEL ray 
TREATMENT aw 


Completed REPEAT SCREENING 3 
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Compound: PF-07302048; Protocol: C4591001 Page 23 of 116 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 
Subject , a 30-year-old with a reported medical history of 


, received Dose 1 on ppp | and Dose 2 0 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subaRes Ras eligible for receipt of BNT162b2. It 


was confirmed that the subject had originally received placebo; the subject therefore received the first, sece d, and third doses of BNT162b2 on 
(Day 161), ppp) (Day 180), and ppp) (Day 414), respectively,\ 3° 


‘ CO 
The subject died on an unspecified date. On ppp, the site updated the supisa’s dispSition status for the study follow-up phase as withdrawn 
because of death. This death event occurred outside the protocol-defined postwaeein: ion‘safety reporting period, and as such was reported only as an 
update to the subject’s disposition status but not reported as an adverse Eat. No itional details will be provided for this event. 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


my Present 
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Compound: PF-07302048; Protocol: C4591001 Page 25 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ov? 

x\ 


Vaeeination Naaaber | |Waesine | VaeSinationwate ay pay) | Rims vaednation 


INFEC — |Postoperative wound 
infection 


i; w__ |v _ [Fatal pppreuun NOTRELATED/OTHER: UNK [sao 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe - 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? . 


Prohibited Concomitant Medications a of 
ACN 
No Prohibited Concomitant Medications . c\* 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 705 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 27 of 116 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
of 


Narrative Comment 1@) 


Subject ppp, a 60-year-old ppp) with a pertinent medical history of , 
received Dose 1 on ppp) and Dose 2 on ppp) (Day 19). xe 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp 7) 


(Day 151) and ppp) (Day 172), respectively. @ 


Xe\e 
Concomitant medications received within 2 weeks prior to the onset of the postoperative bind anfebtion included PPD 
yor ave 
The subject experienced a postoperative wound infection on SEDI, 20° ayy 00 receiving Dose 4 (second dose of BNT162b2), and died of the 
ose of BN 


event on ppp), 263 days after receiving the second d. 2b%So 
eo) 


On ppp) (Day 368), the subject was diagnosed with coronary ago disease and underwent coronary artery bypass graft surgery on the same day. 
[Almost a month after the surgery, — was hospitalized for a postopetat e wound infection. During this hospitalization, a developed unspecified 
complications of the postoperative wound infection and died @fithe event on ppp | (Day 435). It was unknown if an autopsy was performed. 


In the opinion of the investigator, there was no reasopat NG possibility that the postoperative wound infection was related to BNT162b2, concomitant 
medications, or clinical trial procedures. Pfizer etic rred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


z 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Investigator Text MedDRA Preferred Term Start Date 


iy 


Study Vaccination(s) eb @ 


‘Vaccination Number Vaccine 


Adverse Events 


Start Date Start |Stop Date Stop |Duration |Toxicity 
(Study Day) Time |(Study Day) Time |(Days) |Grade 
ppp 3p] fa 


(ei) | 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) ao ~ 
OO —— x\ 
a ee a L\O 
yo 
sO 
, Re) 
a 


Ke 
Prohibited Concomitant Medications ek 


‘J 
[No Prohibited Concomitant Medications | rN ow! 
or 
oe 
e» aX\~ 
CON ad 
) 
es yr? avr 
Nonstudy Vaccines Ao" x0 es 
s ot os 
No Nonstudy Vaccines e io? 
AO 
x 


Completed EACCINATION rr 


Withdrawn @ ~ |FOLLOW-UP DEATH 
AL 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject , a 70-year-old with a pertinent medical history of 


, received Dose | on 


and Dose 2 on ppp (Day 21). @ 


aO 
Concomitant medications received within 2 weeks prior to the onset of the aspiration pneumonia include& 


The subject was diagnosed with aspiration pneumonia on ppp, 100 days afieQtceiyigd Dose 2, and died of the event on ppp), 110 days after 
receiving Dose 2. > } 


: Ne) 

On ppp) (Day 121), the subject was hospitalized after ™ spat poems a remained hospitalized until FPP death, on ppp 0) 

(Day 131). It was unknown if a COVID-19 test was performed during tee pitalization. Treatment given during the hospital stay was unknown. An 
@ 


autopsy was not performed. 


In the opinion of the investigator, there was no reasonable Dility that the aspiration pneumonia was related to the study intervention, concomitant 
medications, or clinical trial procedures, but rather it wa SP ted to the aspiration of vomit. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) 
—z = =— tC tests—“‘CNC‘iéz 


Vital Signs - Baseline 0 


Start Date 

z PPB Present 
Ppp Present 
Ppp 
Pp 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 711 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 33 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp | 


Study Vaccination(s) 


Vaccination Number Vaccine = =——Ss Vaccination Date (Study Day) 
VACCINATION | ___[BNT162b2 pp) 
VACCINATION? __[BNT16202 "a 


Time of Vaccination 


Adverse Events 


Prekibited Concomitant Medications 


Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 116 


Reason(s) for Narrative: Death 


Unique Subject 1D: [fy illlllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


"a “1Withdrawal 


OQ 
Completed SCREENING Po | 
Completed VACCINATION D_——_- | 8 8§©=©= 
Withdrawn FOLLOW-UP pppoe DEATH 


aor 


Narrative Comment 
with a reported medical history of 


, received Dose 1 on ppp) and Dose 2 on ppp (Day 20). 


\e 
The subjeeraitveloped acute peritonitis on ppp), 441 days after receiving Dose 2, and died on the same day. 


T Spiect’s RED andPRD attempted to reach*~ unsuccessfully for 24 hours, and PPD was later found dead at home by ED. Per the 
ddeath certificate, the subject died of acute peritonitis on (Day 461). An autopsy was performed, but the results were not provided. 


In the opinion of the investigator, there was no reasonable possibility that the acute peritonitis was related to the study intervention or clinical trial 


procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


a 


Ethnicity Sex 


Vital Signs - Baseline Ot 


Medical History xO 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
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aw’ 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Medical History 


Investigator Text MedDRA Preferred Term Start Date 
PPD 


Ae 

VACCINATIONT . OfBNTI62 _——SsipD 
VACCINATION © [enrieat2 ppp @) Sip 
HIRD DOSEBNTIOI2 [BNTI622 ppp G9) Sip 
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group a paeumediaek BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Adverse Events 


AE MedDRA |MedDRA Preferred 

Number |SOC Term 

1 INV Blood lactic acid 
increased 
Fibrin D dimer 
increased 

INEOPL _|Triple negative breast 

cancer 


Tl Still Present? 


(pp? : 


Investigator Text 


ma Resolved eo xO INOT RELATED/OTHER: metastatic triple negative breast ns ae ae 
¥ cancer 


Prohibited Concomitant Medications 


Investigator Text WHO Drug Preferred Term Start Date _|End Date 
ONGOING 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 
Oo 
ot 
2 
oo 
@ 
of 


Nonstudy Vaccines : am 
No Nonstudy Vaccines aw 
Ow 


‘pletion [Reason for 
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Compound: PF-07302048; Protocol: C4591001 Page 39 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD em 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) we 


0 
The subject was diagnosed with metastatic triple negative breast cancer on ee apd daysatter receiving Dose 2. 


The subject with an ongoing history of PPD — presented to the emergency departsfith on (Day 309) with complaints of shortness of breath. 
Laboratory tests showed D-dimer of 1830 ng/mL (NR: <500 ng/mL) arene acid 3.2 and 2.0 mmol/L (NR: 0.7-2.1 mmol/L). A computed tomography 
(CT) pulmonary angiogram scan did not show pulmonary embolism bu vealed fiultiple hepatic masses, and metastatic disease was suspected. Per the 
investigator, the increased blood lactic acid and fibrin D-dimer were relatedie the metastatic triple negative breast cancer. 


On ppp) (Day 310), blood lactic acid had decreased to 1.3 atndi/L; on the same day, additional blood lactic acid values were reported to be 
1.7 mmol/L and 2.6 mmol/L. XN 


x 
On ppp) (Day 316), the subject underwent a GRYeedle biopsy of the liver, which was positive for carcinoma. The diagnosis was consistent with 
metastatic triple negative breast cancer. EE sta Nkeatment with ; prohibited medication) on ppp 7). 


On ppp ~~) (Day 399), the subject gested Dose 3 of BNT162b2. 
\) 


Subsequently, the site reached o hie subject due to noncompliance with the e-diary but received no response. The subject’s family member notified the 
site about the subject’s deaths (it was reported that the subject died of metastatic triple negative breast cancer on ppp), 124 days after receiving 
Dose 3. An autopsy was performed. 


Pfizer concurred with the investigator’s 


In the opinion tite investigator, there was no reasonable possibility that the metastatic triple PD breast cancer was related to the study intervention, 


concomit feinedications, or clinical trial procedures, but rather it was related to Ba history of 


causality-assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: pps Country: BPD inn 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


MedDRA Preferred Term Start Date Disease Status 
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pp Presem | 
Bop Presem ——_—| 
Ppp resem ——_—| 
Ppp _Presen | 
resem ——_—| 
Ppp resem ——_—| 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppyllllllllllills Country: BPD iin 


Vaccine Group (as Administered): Placebo 
Date of First Dose: ppp); Date of Last Dose: ppp) : 
Oe 


Medical History 


10) 
Investigator Text IMedDRA Preferred Term Start Date Disease Status | 
cep _.feor 


Sings Saccinatien(s) 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) Rave i 


Adverse Events 


Relative\©*| 
Action i Day ®rom 
AE Toxicity |to ination |Pri i 
Number |Grade_ |Subject SAE |AE Still Present? |AE Related To: ber ? inati 
=a. 


tk [ew _ [Fatal ppp [NOT RELATED/OTHER: 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


Nonstudy Vaccines me oO 
No Nonstudy Vaccines a Or 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


SCREENING — | 
aes cen orien —_— a 
Withdravn FOLLOW-UP — 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
N 


Narrative Comment 
Subject , a 60-year-old with a pertinent medical history of 


Concomitant medications received within 2 weeks prior to the onset of the myocardial infarction include 


. 


ar 
0? oe 
The subject experienced a myocardial infarction ing sleep on PPD x et ysentet eceiving Dose 1, and died on the same day. 
N 


The cause of death was myocardial infarction. An autopsy was not perfafined ys? 


In the opinion of the investigator, there was no reasonable possibility the myocardial infarction was related to the study intervention, concomitant 


medications, or clinical trial procedures, but rather it was related taGi ase progression. Pfizer concurred with the investigator’s causality assessment. Per 
Pizer, the event was mos likely coincdental and associteethunderying coniton 0 for 
. O 
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


@» Date Collected 
Height Weight BMI oO (Study Day) 
iim? 


ppp ke pp Ke/m2 


Medical History 


MedDRA Preferred Term Start Date Disease Status 
PPD [Present 


PPI [Present] 
PPD [Present | 
a 
—_ 
— re 
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Compound: PF-07302048; Protocol: C4591001 Page 45 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group si nu: BNT162b2 Phase 2/3 (30 pg) woe 


Investigator Text IMedDRA Preferred Term Start Date Disease Status | 


ben ft 


Study Vaccination(s) 9 @ 


‘Vaccination Number Vaccine vi Time of Vaccination 


VACCINATION | __[BNT16242 — 


VACCINATION 2 IBNT162b2 (21) 


—— Events 


IMedDRA |MedDRA 6 e! 7 Start Date Start |Stop Date Stop |Duration 
font SOC Term .¢ Investigator Text (Study Day) Time |(Study Day) Time |(Days) 


HH INJ&P | 


Adverse Events Eve 


<\ 
oe Action 
ye Toxicity |to 
Number |Grade_ |Subject |SAE |AE Still Present? |AE Related To: 


1k fw [Foal ppm NOTRELATEDIOTHER-FaaPPDEEE bbs 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
Serer ee ee : 
t\P 
yo 
sO 
, Re) 
a 


Ke 
Prohibited Concomitant Medications ek 


‘J 
[No Prohibited Concomitant Medications | rN ow! 
or 
oe 
e» aX\~ 
CON ad 
) 
es yr? avr 
Nonstudy Vaccines Ao" x0 es 
s ot os 
No Nonstudy Vaccines e io? 
AO 
x 


Completed EACCINATION rr 


Withdrawn @ ~ |FOLLOW-UP DEATH 
AL 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

N 


£ 
The subject was involved in a im. 350 days after receiving Dose 2, and died ond ome day. 


The cause of death was a. An autopsy was not performed. oe 
In the opinion of the investigator, there was no reasonable possibility that the PPD od peetated to the study intervention or clinical trial 
procedures. Pfizer concurred with the investigator’s causality assessment. oe , \\ 
Cr ak 
O* Oo 
a : oot 
of 
ye 
@ 
soe 
& 
a 
\ © 
ow 
ost 
oo? 
.~ 
yw 
oe 
ow 
‘o 
co 
et 
mA 
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a 
3. 
S/S 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) 
pps =i (tiC“(;(<;:s‘(C;S:;C;CC*dr 


Vital Signs - Baseline oO. 


MedDRA Preferred Term Start Date Disease Status 


a 
pep [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


ax 
Vaccination Number Vaccine = =——SsS| Vaccination Date (Study Day) Time of Vaccination Xe) 
VACCINATION | ___[BNT162b2 pep) 
VACCINATION? __[BNT16202 se ha 
er ( 


Adverse Events 


AE —_ [MedDRA |MedDRA Preferred oo | 
Number |SOC Term Investigator Text xe 
GASTR_ |Duodenal perforation : 


2 [METAB |Hyperlipidaemia 


Start Date 


‘6 Stop Date 
Study Day) 


(Study Day) 


Start Stop |Duration |Toxicity 
Time Time |(Days) |Grade 

io ei | 
pp sS| jonconc | | |_| 


cia cl 


SAE JAE Still Present? |AE Related To: 


x ffe7rcn/w]y __ [Fatal (@ppe) [NOT RELATED/OTHER: INCIDENTAL FINDING 
be fre fyes_—__NOT'RELATED/OTHER: NEW MEDICAL CONDITION plist 
08 te Nes Nor RELATED/OTHER: PROGRESSION OF DISEASE _p 162 


aX - 
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Compound: PF-07302048; Protocol: C4591001 Page 50 of 116 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppilllllllllliiaills Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 


Prohibited Concomitant Medications S oo 
No Prohibited Concomitant Medications or 
@ 


<a 


WHO Drug Preferred Term Rs : Start Date 


Completed SCREENING, — | 
J 


LEO 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 116 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppillllllllliiaalls Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) we 


Subject ppp 4, a 70-year-old ppp) with no pertinent medical history, received Dose | on 
(Day 22). 


Concomitant medications received within 2 weeks prior to the onset of the duodenal perforation included 


for hypertension, for hyperlipidemia. 


Xe) 
The subject was diagnosed with a duodenal perforation on ppp), 249 days after selling ust 2, and died of the event on ppp, 271 days 
yor ave 
On ppp, the subject underwent a robotic assisted laparoscopic radigg Sosig@ ny and was discharged home the next day. However, on 
(Day 271), the subject presented to the emergency departmént with ssvere abdominal pain with distension and was hospitalized. A computed 
tomography (CT) scan of the abdomen and pelvis revealed intra-abdominal ee air and mild ascites. aa C-reactive protein level was 45.4 mg/dL (normal 


after receiving Dose 2. 


range [NR] high: 0.9 mg/dL). A SARS-CoV-2 test was negative. Bas diagnosed with a duodenal perforation. 


On ppp), the subject was admitted to the surgical seryices underwent an exploratory laparotomy, that was converted to an open laparotomy with 
findings of severe duodenal ulcer with spillage into the pe in PPDremained admitted for severe perforated duodenal ulcer, peritonitis, and resultant 
sepsis, and had recurrent intra-abdominal hemorrhage after the Billroth II procedure. On the same day, i underwent a repeat surgery for stump leakage 
and closure of the stump, kocherization of er enum and retrograde duodenoduodenostomy tube placement, and nasogastric (NG) tube placement. An 
abdominal x-ray confirmed the placeme to G tube tip in the stomach. On ppp, the subject underwent placement of a peripherally inserted central 
catheter for intravenous therapy. 


On ppp an angiogramrshowed no evidence of central pulmonary embolism (evaluation limited due to motion artifact and contrast mixing), 
moderate left pleural effusion, and adjacent compressive atelectasis (increased from the previous examination). Tests revealed elevated troponin I of 

0.57 ng/mL (NR: <00: ng/mL) and hemoglobin of 10 (unit not reported). Owing to the increased troponin levels, cardiology was consulted, and it was 
suspected th: elevation was likely secondary to severe illness: peritonitis/sepsis, severe anemia, hypotension. nid received transfusions to maintain the 


hemoglebinat 10. 
On , examinations showed an interval increase in density and volume of a moderate amount of hemoperitoneum, mainly along the perihepatic 
(jxogion, right paracolic gutter, and peri-gastric region. A CT angiogram showed no signs of active contrast extravasation. 


On ppp), the subject underwent another exploratory laparotomy; ia abdomen was left open following the procedure. Abdominal fluid cultures were 
obtained, which were positive for carbapenem-resistant Enterobacter cloacae and vancomycin-resistant Enterococcus faecium. The subject was started on 


treatment with 
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Compound: PF-07302048; Protocol: C4591001 Page 52 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


On ppp), urology findings indicated acute kidney injury with a glomerular filtration rate that dropped from an initial >60,0 to 49 mL/min/1.73 m* 


(NR: >60 mL/min/1.73 m2). ON 
ot 


On ppp), the abdomen was closed from the exploratory laparotomy procedure. am 


On ppp, the subject was hemorrhaging after a spike in blood pressure with sanguineous output froxn(@ll the abdominal drains. a received 2 units 
of packed red blood cells. ow 


» ot 
On ppp) (Day 293), the subject experienced respiratory failure. ee troponin fovas elgted to 4.54 ng/mL. ea died of duodenal perforation on the 
er 
\o 


In the opinion of the investigator, there was no reasonable possibility th tthe du Aa perforation was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investi gator causality assessment. 


same day (Day 293). It was unknown if an autopsy was performed. PO 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 731 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 53 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group si ee) Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Medical a 


—— 
pep Present 
pep (Present 
iP 
a a 
— 
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Compound: PF-07302048; Protocol: C4591001 Page 54 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ne S 
SS x\ 

awe 


Medical History 9 


Investigator Text MedDRA Preferred Term Start Date Disease Status | 


> 


‘ast 


| 
Ipepm—Present 


Study Vaccination(s) C ou 


‘Vaccination Number Vaccine Vaccination Date 
a\>> 


VACCINATION? [Placebo ppc @3) sipped 
VACCINATION 3 __[BNTIGI2 OS 
VACCINATIONS _[BNTI632___0\_ ppp (176) ppps ———*d 


THIRD DOSE BNTIGIRD [BNTI6200 ci ee — 
ot 
ae 


Co 
AE ©’ MedDRA |MedDRA Preferred 
Number SOC Term Investigator Text 
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 wg, 1 Dose) woe 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 
2 


INJ&P = |Arthropod bite 


3 CARD Cardiac failure 
congestive 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 56 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 
yo 
ot 
an? 
3 c\O 
INonstudy Vaccines <o = 
No Nonstudy Vaccines ‘| et 
a 


Withdrawal/ let 


Completed SCREENING 
Completed IWVACCINATION 
Completed IREPEAT SCREENING 1 
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 
Narrative Comment 1@) 


Subject ppp), a 70-year-old ppp) with a pertinent medical history of 
received Dose | on ppp) and Dose 2 on ppp) (Day 23). 4k 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject w; ible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, second at third doses of BNT162b2 on 


(Day 155), ppp) (Day 176), and ppp) (Day 425), respectively. @ 


_ een j Oy 
Concomitant medications received within 2 weeks prior to the onset of the congestive ca ad fai are included 


The subject was diagnosed with congestive cardiac failure on an unspecifiea\ date inppp., approximately 287 days after receiving Dose 5 (third dose of 
BNT162b2), and died from the event on ppp), 352 days afte reseiving the third dose of BNT162b2. 


The subject visited the emergency room and received treat With unspecified medications for congestive cardiac failure. On ppp) (Day 777), the 
subject died of congestive cardiac failure, myocardial infavetion, and liver failure. It was unknown if an autopsy was performed. 


oh 


In the opinion of the investigator, there was no ree able possibility that the congestive cardiac failure was related to BNT162b2, concomitant medications, 
or clinical trial procedures. Pfizer concurred wit the investigator’s causality assessment. Per Pfizer, the event was a coincidental medical condition 
associated with the subject’s age and medical history. 
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Compound: PF-07302048; Protocol: C4591001 Page 58 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


= 
Race thie Sex _| 


@» Date Collected 
Height Weight BMI oO (Study Day) 


Ppp ks pp Ke/m2 


Medical History 


Investigator Text i 
a 
pp tCid Present 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Medical History Po) 


Investigator Text MedDRA Preferred Term Start Date Disease Status | 
ep Speen 
PPD 


Past 


Study Vaccination(s) 


‘Vaccination Number Vaccine 


Start Date Start |Stop Date Stop |Duration |Toxicity 
Investigator Text (Study Day) Time |(Study Day) Time |(Days) |Grade 
ee) eee) 
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Compound: PF-07302048; Protocol: C4591001 Page 60 of 116 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp | 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed VACCINATION Ppp | 
Completed REPEAT SCREENING ppm PS 
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Compound: PF-07302048; Protocol: C4591001 Page 61 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Completed OPEN LABEL PPD 


Wihdrawn~(FOLLOW-UP ppp (DEATH =] 


erate Comment a g | 


PPD 
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Compound: PF-07302048; Protocol: C4591001 Page 62 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp 9) ; ow? 
N 


~—\ 
oC 


Caan 
Vital Signs - Baseline Rd i 


Medical History xO 
Investigator Text oe MedDRA Preferred Term tart Date Disease Status 


Present 
Present 
Present 
Present 
Present 
Present 


Start Date [Disease Status | 
ppp Present 
ppp Present 
ppp Present 
ppp Present 
—— a 
Present | 
| 

ppp Present 


Present 


ppp) Present 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 0) 


Suis Waceination(s) 


Adverse Events 
IMedDRA |MedDRA Preferred 


Start Date 
(Study Day) 


Start |Stop Date Stop |Duration |Toxicity 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 0) An? 
o 
ot 
2 
go 
“v 
Ke 
—EEEES of 
INonstudy Vaccines an 


INo Nonstudy Vaccines a 


Subject Summary 


Study Phase 


Narrative Comment. 


Subject | , , a 50-year-old with a reported medical history of 


, received Dose | on ppp and Dose 2 on ppp (Day 20). 
C oe, 
ew Concomitant medications within 2 weeks prior to the onset of the myocardial infarction included 


AW? 
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Compound: PF-07302048; Protocol: C4591001 Page 66 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Narrative Comment 
The subject experienced a myocardial infarction on ppp), 36 days after receiving Dose 2, and died on the same day. ENS 


The subject was scheduled for a visit on ppp) but did not show up for ij appointment. The family was conta 1gilSand they reported that the subject 
was found deceased inf home on (Day 56) and had likely died 3 days prior on ppp). A fanaily member had spoken with the subject 
on ppp) and the subject told BE family member that ™~ had just gotten out of the shower and was gin#to lie down because aia had “stomach 
ins.” This was the final conversation with the subject before died. An autopsy was not performed.@fhe death certificate and toxicology report were 
and the date of death was ppp) (Day 56) per state regulations; th ase of death was reported as myocardial infarction 


and disease progression. It was reported that the toxicblogy report was negative. 
1@) 


In the opinion of the investigator, there was no reasonable possibility that the Nardi Pr rchci was related to the study intervention, concomitant 
medications, or clinical trial procedures, but rather it was related to . Pfizer concurred with the investigator’s causality 


assessment. x\ 
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) we 


a 


Race ——sCthicity Sex 


Vital Signs - Baseline Ot 


@» Date Collected 
Height Weight BMI 9 (Study Day) 
kg iin. 


ppp ke pp Ke/m2 


Medical History 
Investigator Text 


pepe resem | 
a 
oe 
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Compound: PF-07302048; Protocol: C4591001 Page 68 of 116 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp yy) Country: 20 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) : nr = 
Date of First Dose: ppp); Date of Last Dose: ppp yy) AN? * 


Adverse Events 


AE [MedDRA |MedDRA Preferred <i 
Number |SOC Term investigator Text 
1 IMMUN Haemophagocytic 0° ) 

cyfosis 


Musca poet chest 


Start Date Start |Stop Date Stop |Duration |Toxicity 
(Study Day) Time |(Study Day) Time|(Days) |Grade 

ce ac 
ee eee 
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Compound: PF-07302048; Protocol: C4591001 Page 69 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 wg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
Seeee a : 
or 
oO 
ow? 
oo? 
~ a 
yor 
Prohibited Concomitant Medications ow! 


? 
No Prohibited Concomitant Medications aw 


A+ ( 
: a? XN 
INonstudy Vaccines eo iSO 
( —~ * 
[No Nonstudy Vaccines | ane 
/ 


Subject Summary 


Completed _____|S€REENING — 


"VACCINATION — | 
REPEAT SCREENING! ppp 


OPEN LABEL 
TREATMENT 


IREPEAT SCREENING 3 


Oo fii OPEN LABEL 
TREATMENT 


Wihdrawn [FOLLOW-UP moe (DEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 70 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp | An? 
<\ 
Oo 
ot 
Narrative Comment ‘ of 


Subject ppp, a 50-year-old ppp) with no pertinent medical history, received Dose | on 


(Day 22). | r | & 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subs Ras eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, seoe 


(Day 164), ppp) (Day 186), and ppp) (ay 418), respectively, ao 
’ CO 
Concomitant medication received within 2 weeks prior to the onset of the saa Sti, {y@iphohistiocytosis included PRD 
& <\ 


d, and third doses of BNT162b2 on 


@ \O 
The subject was diagnosed with hemophagocytic lymphohistiocytosis S\pPD 274 days after receiving Dose 5 (third dose of BNT162b2), and died 
of the event on ppp 7). ye 


The subject was feeling poorly with presence of nausea and vomiti Foon consuming solids or liquids. A also had a poor oral intake. ie did not report 
Ihematemesis or abdominal pain. ~ Reale worsened experienced alternating sweating and chills, along with generalized malaise and myalgias. 
became progressively weaker. PPDalso showed nent headaches without photophobia, neck pain, or stiffness. Over the weekend, Ea symptoms 

became severe, and presented to an urgent eet with suspected dehydration on ppp) (Day 692) and was admitted on the same day. 
laboratory examinations upon presentation s : white blood cell count of 0.6x107/1L, absolute neutrophil count of 0.1<107/uL, and fever of 39.4°C. 
was sent to the emergency room. ia a one episode of diarrhea on Day 692. Ea did not report ear or sinus pain, sore throat, or cough. | had 
recently (on ppp +) undergone\ierve decompression surgery of the right ulnar nerve; however, i did not experience pain, erythema, swelling, or 
edema at the surgical site, nor sie” report melena, dysuria, hemoptysis, or hematuria. a had no pain in the chest, abdomen, or pleuritic region. 
Examination showed blo ssure of 138/80, SpO2 of 98%, heart rate of 102, and respiration rate of 18 (normal ranges [NR] and units not reported). 
physical examination was unremarkable. eH chest x-ray was clear, and tested negative for flu and COVID-19; the urinalysis was negative. Owing to 
dehydration and,yolume depletion, | receved SM. PPP also received Laboratory examinations showed 
increased Saupe oe normalized ratio level, glucose, blood urea nitrogen, creatinine, total bilirubin, aspartate aminotransferase (AST), and alanine 
amin trans erase (ALT), along with low levels of absolute lymphocytes, sodium, chloride, platelets, and a low hematocrit. pa urine was dark yellow in 
ego ith an elevated specific gravity. An initial diagnosis of neutropenic fever was made. ie laboratory tests included: ALT of 212 IU/L, AST of 

6 IU/L, blood bilirubin of 1.4 mg/dL, blood chloride of 90 mmol/L, blood creatinine of 24 mg/dL, blood sodium of 127 mmol/L, and lymphocyte count 
of 0.5x103/mm+? (NR not reported). i was diagnosed with hemophagocytic lymphohistiocytosis. 


On ppp ~~), the subject was intubated and required placement of a central venous line. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 749 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 71 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


On ppp), the subject died in the hospital. The reported cause of death was hemophagocytic lymphohistiocytosis. It was known if an autopsy was 


performed. <oy 
In the opinion of the investigator, there was no reasonable possibility that the hemophagocytic lymphohistiocytosis yas related to BNT162b2, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. e ® 
ee 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
N 


‘Vital Signs - Baseline 


Medical History , xO 


a PD Presem | 
Pe Preseme ——_—| 
a oe 
a oe 
a 
Pe Preseme | 
Pe resem ——_—| 
a oe 
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Compound: PF-07302048; Protocol: C4591001 Page 73 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
N 


aC a 
— el 
a 
a 
pp Present 


a 


mum [Present | 


Study Vaccination(s) 
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Compound: PF-07302048; Protocol: C4591001 Page 74 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: pppyiiiiiiiiiiiiias Country:PPD 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

of 
Adverse Events 
AE IMedDRA |MedDRA Preferred Start Date eee Stop Date Jee ati ion ae ‘Action to 
Number |SOC Term Investigator Text (Study Day) e |(Study aR Days) Grade aoe 


1 INFEC Abdominal abscess 


oa aie ‘Acute abdomen 


Acute myocardial 
infarction 


eae 


(212) 


=< HFS 
oe 


TC/TCN 


(225) 


== aa 
a 


Complication associated 
with device 


——e 


Myse™ [Musculoskeletal 
stiffness 
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Compound: PF-07302048; Protocol: C4591001 Page 75 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo . ae 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Cys 


J 
Start Date Start |Stop Date Toxicity |Action to 
(Study Day) {Time |(Study Day) Grade {Subject 
3 TC/TCN 
[| oN 


Adverse Events 


ao L AE Still Present? |AE Related To: 


AO 
IN fres NOT RELATED/OTHERACut 


Y  |Fatal O NOT RELATED/OW1 ER: Procedural 
Complicationsfosion of the adjustable gastric 
IN Yes INE ) RY LATED/OTHER: Multisystem failure and 
x Gardiovascular Disease 


2 
band os’ 
s©&~ |NOT RELATED/OTHER: Multiple system failure Pi 
| 


= 


Yes. == [NOT RELATED/OTHER: Fall 


Resolved INOT RELATED/OTHER: Injury 1 
) 
INOT RELATED/OTHER: Injury 
) 
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Compound: PF-07302048; Protocol: C4591001 Page 76 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPDS 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) Rave i 


Adverse Events 


AE 
e L. Still Present? |AE Related To: 


2 a a 


(Ppp ___ 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications }y = 


"i 


F 
Or 


INonstudy Vaceiin 


No Nonstud¥ Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 77 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ae S 
SS N 
a 
oO 


Subject Summary 


S 
Withdrawal/Completion |Reason for ac 
Status Study Phase Date Withdrawal es 
S 


Competed VACCINATION —— rr 
Withdrawn FOLLOW-UP EE Sc 


oY . 
COAG 
° —. ave 
ext" oo 
<\ 
«0 
a 
Q 
Be 
go 
‘ec om 
fe) 
e) ov 
x! 
yor? 
ge 
cow 
et 
yr 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 756 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 78 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


, a275-year-old 
Concomitant medications received within 2 weeks prior to the onset of an acute abdomen included 


The subject was diagnosed with an acute abdomen on ppp), 182 days after receiving Dose OX died of the event on PPD ss 


On ppp) (Day 212), the subject presented to the emergency room with pen 1 AGE pain, and nausea. The subject was tachycardic and 
became hypoxic at 88%. An evaluation showed tenderness with distention and ng inthe abdomen. The subject was treated with 
since Day 212) along with other unspecified PRD. sa osy (Day 212), laboratory data included: differential complete blood 

count, which showed giant platelets and platelet clumps; glucose of 168 odiynest 2, chloride of 93, calcium of 8.5, and albumin of 2.8 (units and normal 
ranges not provided). The subject also underwent an ultrasound with u Wn results. The primary infection site was intraabdominal. A culture was 
obtained with unknown results and a COVID-19 test was negative. Om the same day (Day 212), the subject was hospitalized for intragastric erosion of 
LAGB and intraabdominal abscesses (open drain). The intragastifé erosion of gastric band occurred on ppp) (Day 213) and the subject underwent a 
diagnostic laparoscopy with open drainage of multiple drai aabdominal abscesses, removal of LAGB and port, gastrorrhaphy, and appendectomy. On 

(Day 217), PPDexperienced anon-ST se t elevation myocardial infarction and was started on (since 
Day 212), along with PED On : | underwent an interventional radiologist guided nasogastric tube placement with an episode 
of bilious emesis. On ppp (Day 225))COVID-19 testing remained negative. On the same day (Day 225), ee suffered cardiac arrest with return of 
spontaneous circulation (ROSC) after aeeycle of compressions andRPD ROSC was achieved with compressions. was given for 
adrenergic effect (since Day 225 ole subject was intubated and returned to the surgical intensive care unit for further care. On Day 225, the subject 
developed acute respiratory di§tréss syndrome and was started wy Cid (since Day 225) as muscle relaxer with prone position, but 
progressed to multiorg ure. On ppp), COVID-19 testing was negative. On rrePD PM the subject’s condition continued to worsen, and the 
subject was transitiofed to comfort care. The subject died in the hospital on the same day at PM, and the causes of death were acute abdomen 

primary) andqmiltiorgan failure (secondary). An autopsy was not performed. 


In the ion of the investigator, there was no reasonable possibility that the acute abdomen was related to the study intervention, concomitant medications, 
ical trial procedures, but rather it was considered related to the procedural complication - erosion of the adjustable gastric band. Pfizer concurred with 
e investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 79 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of Birth Age at Enrollment (Years) Race ——ts—“—i‘“‘“‘“‘i;™sSCSCdri “i y° 


‘Vital Signs - Baseline 


MedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 Page 80 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: pppHy) Rat a 


tudy Vaccination(s) Z Xx 
Time of Vaccination }\O°" 
VACCINATION2 [Placebo PDN) 


IMedDRA |MedDRA Preferred 
Number |SOC 


) oF pe - 
Number |Subject |SAE /AE Still Present? oo 


a \ 4 


C 


Prohibited Concomitant Medications 


>» 


) Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 81 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ae S 
OO \ 
ee 
RK) 


INonstudy Vaccines of 
INo Nonstudy Vaccines 


Le ao) i é 
Status Study Phase Date ——— eS ae aaa 


SCREENING 
Compleey [VACCINATION a 
Withdrawn [FOLLOW-UP ppm [DEATH 


Narrative Comment 


recived Dose | on BMS a) 
, received Dose | on aa Dose 2 on ppp) (Day 22). 
The subject died of an an nbn cause on ppp), 680 days after receiving Dose 2. 


It was Rees “ute site had been trying to get in touch with the subject regarding e-diary compliance. Site was able to get in contact with the subject’s 

rmed the site that the subject passed away inf sleep on ppp) (Day 702) and the cause of death was unknown. Per alternate 
are autopsy was performed but was in the 90-day waiting period for toxicology and autopsy report. It was reported that the subject declined placebo 
crossover and never received any BNT162b2 in the study. 


In the opinion of the investigator, there was no reasonable possibility that the death was related to the study intervention or clinical trial procedures. Pfizer 
concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 82 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp - ov? 
o 
ot 
sor” 
ON 


= 


Demography 


Date of Birth Age at Enrollment (Years) Race ————S—SSsS@di hn ty? —‘—CSCSC‘*iS’— ~ Sex | 


Medical History 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


MedDRA Preferred Term 


tudy Vaccination(s) aw 
ot 
e 


VACCINATION 3. O45 NT162b2 


Ve 
ppp Past 
PPD [Present 
we, 
pep [Present 


Bp _—(Presene 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) A S 
SSS SSS SSS SS SS SS SS SS SS SS SS SS SS SS SSS SS SS SS SS SS SS SS SS SS SS SS SS SS SS SSS SS SS SS SS SS SS SS SS SS SS SS SS SS SS SS SSS x\' 
ow 
Adverse Events +20 
AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date si6p° |Duration |Toxicity 
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) en (Days) |Grade 
1 NEOPL [Adenocarcinoma 0 | wy (461) 2 
© 
aQ 


Cardiac failure 
congestive 


Chronic obstructive 
pulmonary disease 


a 

> [rey _|raSbivea (ppp [NOT RELATED/OTHER: Congestive Heat ature 9 _——=+iN + 

5 fre WW? Resohed Qua NOT RECATEDVOTHER: serach’ sw] 
) : 2 
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Compound: PF-07302048; Protocol: C4591001 Page 85 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp An? * 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 


Completed REPEA®)SCREENING | 
V) 


DEN’ 


NO LONGER MEETS 
ELIGIBILITY 
CRITERIA 
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Compound: PF-07302048; Protocol: C4591001 Page 86 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Subject ppp, a 275-year-old ppp) with no pertinent medical history, received Dose 1 on 
(Day 22). 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the received thefint and second doses of BNT162b2 on 
(Day 153) and ppp) (Day 176), respectively. A vo) 


Concomitant medications received within 2 weeks prior to the onset of adenocarcino 


NN 
The subject was diagnosed with adenocarcingtina with high grade dysplasia on an unspecified date in ppp), approximately 80 days after receiving 
Dose 4 (second dose of BNT162b2), agepitled of the event on ppp), 285 days after receiving the second dose of BNT162b2. 


The subject reported weight loss\frausea, and intermittent vomiting since Ppp). On ppp a went to see na doctor, who ordered a biopsy on 

duodenum to rule out i inal conditions; the subject underwent a tissue biopsy on the same day, and the results showed cancerous cells. was 
scheduled for further follow-up with a gastroenterologist. On ppp) (Day 461), the subject passed away after progression of metastatic duodenal 
cancer. Medical eeeords noted the diagnosis as adenocarcinoma with high grade dysplasia. An autopsy was not performed. 


In the opiniish of the investigator, there was no reasonable possibility that the adenocarcinoma was related to BNT162b2 or clinical trial procedures. Pfizer 
co atred with the investigator’s causality assessment. Per Pfizer, the adenocarcinoma was not related to concomitant medications. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 765 


0901 77e19e02afd4\Approved\Approved On: 13-Jul-2023 18:27 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 87 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enroinent Wears) [Race =“ fa 
po i 


Vital Signs - Baseline 


Date Collected 
(Study Day) 


Medical History 


Investigator Text we 
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oom resem: | 


tudy Vaccination(s) 


‘Vaccination Date (Study Day) Time of Vaccination 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp An? 

ox 


Adverse Events 20 

AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date Durat on |Toxicity |Action to 
Number |SOC Term Investigator Text (Study Day) |Time|(Study Day) meDays) |Grade |Subject 
1 RENAL = {Acute kidney injury ONGOING © 2 TCN 


(74) on 


aQ 
ONGOING Ps ine 
z e) 
eld _“\ 
aaoen ONGOING 2 N 
068) 
o_o 


Atrial fibrillation 


Emphysematous 
cholecystitis 


Muscular weakness 


IMUSC  |Rhabdomyolysis 
ia ia Sepsis 


Adverse Events 


AE 
Number |SAE|AE Sti 


aN yes INOTRELATED/OTHER: sepsis BSN 
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Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Adverse Events 


AE 
e L. Still Present? |AE Related To: 
5 


IN {Resolved INOT RELATED/OTHER: dehydration 


INOT RELATED/OTHER: Klebsiella Oxytoca 
Escherichia coli, Klebsiella pneumonia ys 


a 


Prohibited Concomitant Medications oo 
|No Prohibited Concomitant Medications | oo 


INonstudy Vaccines 


Investigator Text | ¢ WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 91 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — ———| 


SCREENING 


, a275-year-old 


, received Dose | on 


and Dose 2 onppp | (Day ZAIN 


Concomitant medications received withinQQveeks prior to the onset of the emphysematous cholecystitis and sepsis included 


The we W. @Sgnosed with emphysematous cholecystitis and sepsis on ppp), 50 days after receiving Dose 2, and died of the events on 
0 days after receiving Dose 2. 


(Day 68), the subject experienced muscular weakness in the left lower extremity and was subsequently diagnosed with rhabdomyolysis on 
(Day 73). On (Day 73), the subject was admitted to the hospital with weakness in the left lower extremity after being bedbound 
for 4 days. The subject could wiggle ~~ toes but was unable to Lift i left lower extremity. The laboratory results on ppp) 7) (Day 73) included a 
creatine kinase level of 2849 U/L (normal range [NR]: 39-308 U/L), creatinine of 1.97 mg/dL (NR: 0.60-1.30 mg/dL), consistent with acute renal failure, 
brain natriuretic peptide (BNP) of 403 pg/mL (NR: 0 -100 pg/mL), white blood cell (WBC) count of 16.3 x 10?/mm? (NR: 4.5-10.5 x 10°/mm*), and blood 
glucose of 379 and 342 (units and NR not reported), and the subject’s blood pressure (BP) measurements were 134/74 mmHg, 135/68 mmHg, 
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Compound: PF-07302048; Protocol: C4591001 Page 92 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


136/63 mmHg, and 134/77 mmHg. On ppp) (Day 74), the subject was hospitalized, and the laboratory tests included dx@ponin of 14.13 ng/mL (NR: 
0.00-0.04 ng/mL), consistent with a new non—ST-segment elevation myocardial infarction, and lactic acid of 2.8 mmol/L °0.4-2.0 mmol/L). On 

Day 74, the subject was diagnosed with sepsis, emphysematous cholecystitis, acute kidney injury, dehydration, and trtal ibrillation with rapid ventricular 
response. A gallbladder drain was inserted for the acute emphysematous cholecystitis. A blood culture on D Showed no aerobic or anaerobic growth 
for 5 days. The subject’s BP ranged from 67/30 mmHg to 188/72 mmHg, and the glucose values ranged i 134 to 346 (units and NR not reported). 


On ppp’, the blood culture was positive for Klebsiella oxytoca, Escherichia coli, ae Klebsielid) pneumoniae, and FPP blood glucose levels ranged 
from 321-358 (units and NR not reported). On ppp and ppp), the s s BRGWas between 90/57 mmHg and 104/72 mmHg, respectively. 


On ppp, the laboratory tests included blood glucose ranging from 213 AO (unif@and NR not reported), creatinine of 1.63 mg/dL, creatine kinase 
of 92 U/L, BNP of 586 pg/mL, WBC count of 7.9 x 103/mm’, and troponi: off. 
fr 


4 @fmL. On the same day, the subject received 
. The subject’s BP fluct oe 58 mmHg to 118/72 mmHg from ppp | toppp ss. Onn 
(Day 84), repeat laboratory test results showed creatinine of @.99 mg/dL, glucose of 134 and 163, and WBC count of 6.3 x 10?/mm?. The 


subject was treated with 


(Day 84), the subject was discharged to a skilled nursing facility. The rhabdomyolysis resolved 
at the facility. A SARS-CoV-2 polymerase chain reaction test on 


(unspecified dates). On 
on the same day (Day 84). The subject received 
Day 84 was negative during hospitalization. 


On ppp" (Day 144), the subject died of the emphysematous cholecystitis. It was reported that the subject was on life support and the family 
requested that the subject hdrawn from life support, as the subject’s condition was not getting better, and the physician informed the family that there 
was no real hope for, Very. It was unknown if an autopsy was performed, and the reported cause of death was disease progression (acute 
emphysematous efjolécystitis and sepsis). The events atrial fibrillation, muscular weakness, and acute kidney injury were ongoing at the time of the 


eae ra 
subject’s deaits 


In tePinion of the investigator, there was no reasonable possibility that the emphysematous cholecystitis and sepsis were related to the study intervention, 
{concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
Qo 
\S 
aS 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Vital Signs - Baseline 


Medical History 


fnvestigator Text ee 
mp Pree 
pep Present 
pe Present 
ppp [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 94 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 9) a. 


Study Vaccination(s) 


xe) 
‘Vaccination Number Vaccine = =——=*Y Vaccination Date (Study Day) Time of Macsauens =) . 


AE IMedDRA |MedDRA Preferred a [Start Date Start |Stop Date Stop |Duration 
(Number |SOC Term i a ‘S~ |(Study Day) Time |(Study Day) Time |(Days) 


|Sabj inati 
i CORCICNWIY Fat QUE NOTRELATEDOTHER: COVIDS 22 
ie jrerrenr|y Fra! Qu NOT RECATED/OTHER: CovID-19-b fa ly 
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Compound: PF-07302048; Protocol: C4591001 Page 95 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


INonstudy Vaccines 
Investigator Text 


Subject Summary Aw 


ey Withdrawal/Completion |Reason for 
Completed SGRERNING ppp 
Completed {VACCINATION ___ op 
FOLLOW-UP —~ippp 


, 2 70-year-old ppp) with a pertinent medical history of 
, received Dose 1 on ppp) and Dose 2 on ppp) (Day 22). 
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Compound: PF-07302048; Protocol: C4591001 Page 96 of 116 
Reason(s) for Narrative: Death 


Unique Subject 1D: pppplllllllllliiiiills Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Concomitant medications received within 2 weeks prior to the onset of the COVID-19 infection and multiple organ dysfunction 6yndrome included 


On , the subject received a nonstudy al 
through ~~ employer. The site was first informed of this vaccination by the subject’s 


The subject was diagnosed with COVID-19 infection and multiple organ dysfunction syndrome on , 71 days after receiving Dose 2. 


The subject experienced shortness of breath, fever, cough, fatigue, and muscle aches “ der soalitr” exposure to COVID-19 on ppp yy. On 

(Day 93), the subject — from PP primer e guetian Later the same day (Day 93), the subject presented to 
the emergency department with weakness, dyspnea, nausea, and diarrhea and U tly hospitalized with COVID-19. On the same day (Day 93), 
the subject’s laboratory tests included: a positive SARS-CoV-2 test, sodium f 1 Mtihol/L (normal range [NR]: 137-145 mmol/L), chloride of 97 mmol/L 
(NR: 98-107 mmol/L), glucose of 121 mg/dL (NR: 74-99 mg/dL), aspaftate ayfitriotransferase of 78 (NR: 17-59, unit not provided), alanine 
aminotransferase of 51 (normal high: 50, unit not provided), C-reactive protein of 191.2 mg/dL (normal high: 10 mg/dL), total protein of 8.5 g/dL (NR: 6.3- 
8.2 g/dL), D-dimer quantitative of 1.21 g/mL fibrinogen equival nif titits (normal high: 0.50 pg/mL), red blood cell count of 5.86 M/mm? (NR: 4.20- 

5.70 M/mm?), hemoglobin of 17.8 g/dL (NR: 13-17 g/dL), gw ziocrit of 53.1% (NR: 40%-50%). The chest x-ray done on that same day (Day 93) was 
consistent with bilateral multifocal viral pneumonia. The et was treated with 


On ppp _, the subject was treated at bedside for acute hypoxemic 
respiratory failure with a left radial arte e placed, and as intubated and sedated. After being placed on a ventilator, Ey health status continued to 
deteriorate, resulting in multiple org sfunction syndrome. On ppp, a suffered acute renal failure. Acute hypoxic respiratory failure and acute 
renal failure were considered because of the COVID-19. On ppp) (Day 104), the subject’s family opted for i status. On 
, the site learn, t the subject had died on Day 104), and it was unknown if an autopsy was performed. It was reported that the 
subject also experienced Shock, nose bleeding, . The cause of death 
lwas reported as disea € progression, multiple organ dysfunction syndrome, and COVID-19 infection. 


The subjeet® Vaccine status was unblinded on ppp 7. 


Inc err nian of the investigator, there was no reasonable possibility that the COVID-19 infection and multiple organ dysfunction syndrome were related to 
(the study intervention, concomitant medications, or clinical trial procedures. Multiple organ dysfunction syndrome was considered related to COVID-19. 
Pfizer concurred with the investigator’s causality assessment. 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 


Date of Bet ge at Enrolment Wears) [Race “(tt ba _| 
a 


Medical a) 


a 
pep Presene ‘| 
BEDE Present | 
pep Presen | 
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Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—SsS| Vaccination Date (Study Day) Time of Vaccination at 
VACCINATION 1____[BNT16202 ST  — 


VACCINATION? __[BNTI62b2 a 
THIRD DOSE BNT162b2 |BNT162b2 (448) Ppp Ot—~—iCY 


Adverse Events 


AE IMedDRA |MedDRA Preferred 

Number |SOC Term 

1 INEOPL {Adenocarcinoma 
[pancreas 

Le a obstruction 

ee Jaundice cholestatic 


7) 
S 
aa) 
iS) 
< 

a3 
Fe 
5 
= 
S 
5 
¢ 
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P| ONGOING 
— ONGOING 
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Compound: PF-07302048; Protocol: C4591001 Page 100 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rave e 


Adverse Events 


eis Present? 


NOT RELATED/OTHER: 
Adenocarcinoma of the pancreas 


abdominal aortic aneurysm nidtie to 
arthrosclerosis x\ 
NOT RELATED/OTHER: vascular SENO) : 
atherosclerosis a 


NOT RELATED/OTHER: splenic 
i thrombosis idiopathic 


; Pxohibited Concomitant Medications 


\©'INo Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 101 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


[Nonstudy Vaccines | 30 
No Nonstudy Vaccines <® 
et 


=== 


Subject Summary _Qo* 


Withdrawal/Completion Reason for 
Study Phase Date Ome Rei, ithdrawal 


Completed REPEAT SCREENING3 |pppmg@@— 
Completed OPEN LABEL IeeD 
TREATMENT OT 
i @ 


Withdrawn FOLLOW-UP 


oficomitant medications received within 2 weeks prior to the onset of adenocarcinoma of the pancreas included 


The subject was diagnosed with adenocarcinoma of the pancreas on ppp), 21 days after receiving Dose 3, and died of the event on ppp 7, 
69 days after receiving Dose 3. 
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Compound: PF-07302048; Protocol: C4591001 Page 102 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) We 


Narrative Comment 

The subject stated that for the last few months, ?PPhad a poor appetite and had been losing weight. Initially, 1 took ERD EROOUNEEE for presumed 
muscle spasm/shoulder arthritis but noticed that PPD Was becoming progressively jaundiced with more cramping abdominal ain. The subject’s laboratory 
reports from PPD were normal, but PPP laboratory tests reported on an unknown date in the week of eal presengadin showed bilirubin of 9 and 
elevated alkaline phosphatase (ALP) of 1k+ (units and normal ranges not provided). An ultrasound showed a disten ed gallbladder with common bile duct 
dilation of 1.9 cm. fee was referred to the hospital for further workup, where a was admitted on (Day 469). aa was seen in consultation by 
vascular surgery due to evidence for portal vein obstruction related to external compression from a pan¢reatic mass and abdominal aortic aneurysm. It was 
recommended to hold anticoagulation pending further testing for hyperbilirubinemia/obsi@itivg jatndice and a pancreatic mass. A magnetic resonance 
imaging (MRI)/magnetic resonance cholangiopancreatography (MRCP) confirmed @p nereag ha mass, and the subject consulted oncology for concern 
of pancreatic cancer or cholangiocarcinoma. Arrangements were planned for enddsco sic Gt rasound (EUS)/endoscopic retrograde 
cholangiopancreatography (ERCP), but these could not be arranged at thisch@spit the subject was transferred to another hospital for expedited 
EUS/ERCP. RED liver function tests remained elevated throughout PP Hos te iad On the same day (Day 469), relevant tests included total bilirubin of 
12.3 mg/dL (normal range [NR]: 0.2-1.0 mg/dL), ALP of 1019 U/L ONRsa3: 17 U/L), aspartate aminotransferase of 157 U/L (NR: 15-37 U/L), alanine 
amino transferase of 179 U/L (NR: 16-61 U/L), and carbohydrate igen 19-9 was 3786 (NR not provided). On ppp J, a computed tomography 


(CT) scan of the abdomen/pelvis with contrast showed intra pal bxtrahepatic biliary dilatation with caliber change to soft tissue fullness in the region of the 
pancreatic head (raising concern for a pancreatic mass), difflise gallbladder distension with wall thickening and edema (superimposed acute cholecystitis 
was not excluded), infrarenal abdominal aortic ane sn with mural thrombus as well as aneurysm of bilateral common iliac arteries, and probable splenic 
vein thrombosis with paraesophageal varices esmall ascites in the abdomen/pelvis. Additionally, wall thickening and edema of the rectum was noted, 
and a clinical correlation was ae exclude proctitis. On the same day, an MRI of the liver without contrast showed a pancreatic mass 

a 


measuring approximately 2.5 to 3 c s suspected to be obstructing the common bile duct in the head of the pancreas. Severe intrahepatic bile duct 
dilation was noted. The portal,veim appeared occluded as it passed through the pancreas, suggesting malignant occlusion. Marked dilation of the 
gallbladder with gallbladder® 1 edema was also noted. 

i 


‘An MRCP done o ) showed a large infiltrative mass measuring 6.83.3 cm centered within the pancreatic tail, which was highly concerning 
for pancreatic malignancy and favored adenocarcinoma. The mass occluded the superior mesenteric and splenic vein junction along with the portions of the 
proximal main portal vein. The mass contacted the superior mesenteric artery by less than 180 degrees and closely approximated the common hepatic artery 
with possible invasion. There was malignant structuring of the common bile duct with severe diffuse dilation (mildly improved from prior examinations) 

areas of markedly heterogeneous cystic change within the liver (mainly involving segments 2 and 3) related to severe intrahepatic biliary dilation. No 
|discrete mass was identified; however, continued imaging surveillance was suggested. Small bilateral pleural effusions and aortic atherosclerosis with a 
fusiform infrarenal abdominal aortic aneurysm measuring 5.5 cm were also noted. The subject underwent paracentesis (results not provided). On 

, an ERCP showed bile duct obstruction from a large extrinsic mass, and /" underwent placement of a 10 mm = 6 cm coated metal stent. 
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Compound: PF-07302048; Protocol: C4591001 Page 103 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


On ppp), a CT scan of chest/abdomen/pelvis showed noncalcified pulmonary nodules within the right (sub-centimeter)and eft (measuring 5.5 mm) 
lower lobes, representing noncalcified granuloma versus metastatic disease in this clinical setting. Enlarged necrotic mediastinal lymph nodes (up to 
1.9 cm) consistent with metastatic lymphadenopathy were seen, as were small to moderate bilateral pleural effusion: veith ibasilar compressive atelectasis 
or infiltrates, mild subpleural scarring within the lower lobes, and mild linear atelectasis or scarring within th lingu a. A5.2 cm ill-defined mass of the 
body of the pancreas (compatible with the subject’s history of Coe ) encasing the splenic z and adjoining the common hepatic artery 
and superior mesenteric artery was noted. Superior mesenteric vein and splenic vein occlusion was als6\noted, requiring interval placement of biliary stent 
within the common duct. Associated pneumobilia, intrahepatic and extrahepatic biliar dadtal dilatation as noted in the previous examination (dated 

), severe distention of the gallbladder with focal gallbladder wall calcigeiton Ssistent with porcelain gallbladder, a 5.4 cm infrarenal 
abdominal aortic aneurysm, anasarca and moderate to large abdominal and peli scllee. d bilateral renal cysts were noted. 


A follow-up CT of the chest in 3-6 months was recommended. On prs ay ssophagozasroduodenoscony/EUS showed a metastatic pancreatic 
mass (T3N1 Mx), and a fine-needle aspiration was performed (pathology rest s pending). The preliminary examination was suggestive of adenocarcinoma. 
On ppp), pathology report confirmed adenocarcinoma of the pancreas, and the subject was diagnosed with pancreatic adenocarcinoma, 
arteriosclerosis, common iliac aneurysm, abdominal aortic ane , biliary obstruction, cholestatic jaundice, and splenic vein thrombosis with an onset 
date of ppp) (Day 469). It was reported that the supicet was not a surgical candidate. After discussion about the diagnosis, prognosis, and treatment 
options, the subject opted for hospice care. nro 


On ppp) (Day 517), the subject died of @Odcarcinoms of the pancreas with metastasis to mediastinum (disease progression). It was unknown if an 
autopsy was performed. of 


In the opinion of the investigato SS was no reasonable possibility that the adenocarcinoma was related to the study intervention, concomitant 
medications, or clinical trial proc dures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of Birth Age at Enrollment (Years) [Race Ethnicity” Sex 


pom 


Page 104 of 116 


@» Date Collected 
Height Weight BMI 9 (Study Day) 


pppike pp Ke/m2 


Medical History 


MedDRA Preferred Term Start Date 


= 
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Compound: PF-07302048; Protocol: C4591001 Page 105 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp 9) An? 


. 
[ Present 


Study Vaccination(s) a ; ® 
‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION 1 BNT162b2 a 


IBNT162b2 


Adverse Events 


AE MedDRA a Preferred Start Date 
Number |SOC Verm i (Study Day) 
eo Acute myeloid 
leukaemia 
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Compound: PF-07302048; Protocol: C4591001 Page 106 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp | Rave y 


Adverse Events 


NOT RELATED/OTHER: New onset of leukemia of 
unknown type 


AE 
we L. Still Present? |AE Related To: 
1 Y 

(PPD 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines c 0 @) 
No Nonstudy Vaccines oY 


ANS Withdrawal/Completion {Reason for 
\OYStatus Study Phase Date Withdrawal 


Completed SCREENING pppuay 
Completed [VACCINATION ——_ 
Completed REPEAT SCREENING 3 ppp 
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Compound: PF-07302048; Protocol: C4591001 Page 107 of 116 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp); Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp 9) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Narrative Comment 


pertinent medical history, received Dose 1 on ppp), Dose 2 on ppp) 
(Day 24), and Dose 3 on ppp yy) (Day 442). gor 


Concomitant medications received within 2 weeks prior.te vis onset of acute myeloid leukemia (AML) included 


O 
The subject was diagnosed with AML on Ppp . 43 days after receiving Dose 3, and died of the event on ppp, 69 days after receiving Dose 3. 


The subject had increasing fatigue and dyspnea for 2-3 weeks, which prompted a visit to ae primary care physician. On an unspecified date, the primary 
care physician ram laboratory tests, which showed a white blood cell count of 1.2, hemoglobin of 10.0, mean cell volume of 109, platelet count of 154, 1% 
nucleated ‘ood cells, absolute neutrophil count of 400, and an absolute lymphocyte count of 800 (units and normal ranges not provided). These labs 
were indicative of pancytopenia with macrocytic anemia. The subject was referred to an oncologist, who suggested a bone marrow biopsy to diagnose the 
ihdgy of the pancytopenia. On ppp) (Day 485), a bone marrow biopsy was done, and the subject was diagnosed with AML. On ppp, the 
bject was contacted to inquire about symptoms reported in* ~ e-diary, and informed the coordinator that pa had a “sore throat” that the doctor 
attributed to Ga new diagnosis of leukemia. 


On ppp) (Day 511), the subject passed away. Per death certificate, the reported cause of death was AML. An autopsy was not performed. 
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Compound: PF-07302048; Protocol: C4591001 Page 108 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


In the opinion of the investigator, there was no reasonable possibility that the AML was related to the study intervention, concoitii 
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 109 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PRD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


AO Mo x\0 
[Vital Signs - Baseline ie RS | 
Height Weight BMI oO (Study Day) 
pppiem Ss pppke pom? ppp) 


Medical History EN xO 
No Medical History yr 
&@ 


5 ; 
‘Vaccination Number Vaccine = =—_—Vacination Date (Study Day) Time of Vaccination 
VACCINATION1 [Placebo =D) 


VACCINATION 2 Placebo se?) 
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Compound: PF-07302048; Protocol: C4591001 Page 110 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


Vaccination Number Vaccine =——Ss& Vaccination Date (Study Day) 
VACCINATION 3 ____|BNT162b2 pepo) 
VACCINATION 4 __[BNT16202 a) 


Time of Vaccination 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


Pulmonary fibrosis ake 


Adverse Events 


Start |Stop Date Stop |Duration 
Time |(Study Day) Time |(Days) 
| ppp G9] ft 


IP chibited Concomitant Medications 


Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 111 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines é ot 
INo Nonstudy Vaccines yo 


Subject Summary 


Withdrawal/Completion le Y 
Status Study Phase Date AOS iM id awal 


VvO* Re} 


we 
ot 


ca 


Completed 


Withdrawn 
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Compound: PF-07302048; Protocol: C4591001 Page 112 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Subject ppp 4, a 60-year-old ppp) with no reported medical history, received Dose 1 on 
(Day 22). 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp) 
(Day 169) and pppyyyyy (Day 189), respectively. @ 


Ow 
The subject was diagnosed with pulmonary fibrosis on ppp), 210 days after receiv Reset (second dose of BNT162b2) and died on the same day. 


The cause of death was pulmonary fibrosis, which required an emergency room wis. Furgher details could not be obtained. It was unknown if an autopsy 
was performed. @* <o™ 


~GO 
In the opinion of the investigator, there was no reasonable possibility that thespiiimonary fibrosis was related to BNT162b2 or clinical trial procedures. 
Pfizer concurred with the investigator’s causality assessment. x 
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Compound: PF-07302048; Protocol: C4591001 Page 113 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) we 


om 


Date of Birth Age at Enrollment (Years) ty? sa) 
pps 


Vital Signs - Baseline oO. 


@» Date Collected 
Height Weight BMI oO (Study Day) 


ppp ke pp Ke/m2 


Medical History 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


Pp 
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Compound: PF-07302048; Protocol: C4591001 Page 114 of 116 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Adverse Events 


AE IMedDRA |MedDRA Preferred 

Number |SOC Term 

1 CARD _ |Acute myocardial ras 
infarction no% i 


2 METAB Hypercholesterolden ia 
xO 


4 INV a Prostatic specific 
; Rw antigen increased 
oe 


AE Related To: 


Fatal (ppp) —_ [NOT RELATED/OTHER: coronary artery disease 
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Compound: PF-07302048; Protocol: C4591001 Page 115 of 116 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pag, 1 Dose) 


AE Veteete win Pp 
Number |SAE|AE Still Present? AE Related To: a ce 

2 

3 


2 IN fYes_ = [NOT RELATED/OTHER: New onset high cholesterol 7 N 
aE Resolved NOT RELATED/OTHER: Idiopathic ed A000] 
(Ppp yO" 


4 IN Resolved NOT RELATED/OTHER: PROGRESS$IO} | OR KNOWN 1 13 N 
(ppp) DISEASE Or Xe 
\ 
ot 
se 
@ 
xo? 
Se NAS 
Prohibited Concomitant Medications oo 


No Prohibited Concomitant Medications an 
x 


WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 116 of 116 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp: Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase ——_— ———| 


SCREENING 


Narrative Comment 


Subject , a 70-year-old Y) Piwitha pertinent medical history of 
received Dose 1 oR , Dose 2 rds (Day 22), and Dose 3 onppp (Day 428). 


Concomitant medications received with mOWveeks prior to the onset of the acute myocardial infarction included 
for hypercholesterolemia. 


) 


The subject was diagnosedagith an acute myocardial infarction on ppp), 236 days after receiving Dose 3, and died on the same day. 


The cause of death waFacute myocardial infarction, and was ing home country at the time of death. iy was not taken to the hospital. An autopsy was 
not performed Further information was not available. 


In the inion of the investigator, there was no reasonable possibility that the acute myocardial infarction was related to the study intervention or clinical 
trial frocedures, but rather it was related to coronary artery disease. Pfizer concurred with the investigator’s causality assessment. Per the investigator, the 
évent was also not related to the concomitant medications. Per Pfizer, the subject’s old age and the underlying diseases of aa were 
high-risk factors for the event. 
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Compound: PF-07302048; Protocol: C4591001 Page 1 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


et ‘ollected 
Study Day) 


Investigator Text RO IMedDRA Preferred Term Start Date Disease Status 


3 a 
a oe 
fe resem ——_— 
fm resent ——_—| 
peo resem ——_—| 
pe resem ——_—| 
a 
— 


se 
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Compound: PF-07302048; Protocol: C4591001 Page 2 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


Vaccination Number [Vaetine [Vaccination Date Study Day) [Time of Vaceinatog 

VACCINATION1 [Placebo __————~ipppET) " 

es 
BNT162b2 

VACCINATION4 —_[BNTI6%»2————SS—S 

THIRD DOSE BNTIG262 [BNTIG202——_——=* 


Adverse Events 


IMedDRA |MedDRA Preferred 
font SOC Term 


Ht [NEOPL Pancreatic c 


Adverse Events 


y 
Subject SAE |AE Still Present? |AE Related To: 


4s [TC/TCN/W|Y __|Fatal (pp) [NOT RELATED/OTHER: Idiopathic 


pos 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Investigator Text Start Date 


Subject Summary 


S 
a Reason for 
Status I =a me —y ————ey 


Completed = 


Conpt peeks — fo 
Oi REPEAT SCREENING 1 


See OPEN LABEL 
TREATMENT 

cent fare SCREENING? ppm —SiSSCSC~*d 
ied OPEN LABEL 
TREATMENT 


Withdrawn FOLLOW-UP ppm DEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Narrative Comment 
Subject , a 70-year-old with a pertinent medical history of 


received Dose | on and Dose 2 on (Day 22). ow 


In accordance with the protocol allowance, the subject agreed to be unblinded to determina whethge tt subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject ee eas al irst, second, and third doses of BNT162b2 on 

(Day 113), BEDE (Day 136), and PPI Day 380), rgepetiivelyo? 
0 


Concomitant medications received within 2 weeks prior to the onset of thé ancreaie~carcinoma included 


The subject was diagnosed with pancreatic carcinoma in Osproximately 67 days after receiving Dose 5 (third dose of BNT162b2), and died of the 
event on ppp), 263 days after receiving the third oS NT162b2. 


On an unspecified date, the subject visited their p a with abdominal pain. A computed axial tomography scan was done in ppp) and the findings 
were consistent with pancreatic carcinoma. The @timor was reported to be inoperable due to blood vessels in the specific region, and the subject started 
protocol-prohibited PRD in (further specifics not reported). fe started treatment with for pain and 

for nausea. Subsequen’ opted for hospice care. On ppp) (Day 643), while in hospice, the subject died of pancreatic carcinoma 
(disease progression). An autopsyAvas not performed. 


In the opinion of the i estigator, there was no reasonable possibility that the pancreatic carcinoma was related to BNT162b2, concomitant medications, or 
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
cS 
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Compound: PF-07302048; Protocol: C4591001 Page 5 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Medical History 


raveresioe Teatne™ 
pep resem 
pep (Present | 
pep (Present 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 800 


090177e19e02c3e4\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 6 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo : ne 


Date of First Dose: ppp); Date of Last Dose: ppp) a. 


Study Vaccination(s) 


xe) 
‘Vaccination Number Vaccine = =——=SY Vaccination Date (Study Day) Time of Macsauens =) . 


AE IMedDRA Beeman Preferred af e art Date Start |Stop Date Stop |Duration 
(Number |SOC Term i >)» |(Study Day) Time |(Study Day) Time |(Days) 
RAC) 


Peano ness 
b'¢ 


Adverse Events Oo? 


AE Related To: 


Than Wes NOT RELATEDIOTHER: COVID«1 
oo stl (SBDLLD [NOT RELATED/OTHER: unknown 
ae N__|v-_[Resotvea (ppp) INOTRELATED/OTHER: cadiac aren P fo [N__] 


‘ soe 
Ae 


\ 
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Compound: PF-07302048; Protocol: C4591001 Page 7 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) A? 
e) 


Prohibited Concomitant Medications S fe)! 
“\ 
INo Prohibited Concomitant Medications oo \ 


Je 
ek 
om 
aN 
Rete DeLana mae eee a. we c 
INonstudy Vaccines e» ary? 
No Nonstudy Vaccines oe NN ond 
<O% Oo? 
ed a @ 
Ae" x0 
cy aoe 
wane 


Subject Summary 


Study Phase < 


Completed SCREENING 0 ppm 
Completed TIQDN © 
Withdrawn [FOLLOWUP sue (DEATH 

‘ KU 


oO 
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppl Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


, a 70-year-old with a pertinent medical history of 
, received Dose | on 9@) > and Dose 2 on pppyy) 
&@ 
. . a 
Concomitant medications received within 2 weeks prior to the onset of the cardiac arrest included 


0 
&®. coe 
The subject experienced cardiac arrest on ppp), 69 days after receiving Deere, anc gi 0 
The subject attended a COVID-19 illness visit on ppp) for cough fist Occuring on ppp) (Day 91), and a self-swab was positive. A local 
COVID-19 illness test result on ppp) (Day 93) was also positive, 150 


ot 
The site was trying to contact the subject to unblind PPD for this ar eee an online search, it was discovered that the subject had died on 


n the same day. 


(Day 93). On ppp) (Day 93), the subject we primary care physician with cough, fatigue, muscle/body aches, diarrhea, nasal 
congestion, and a runny nose. The subject was advised to s feisd ate, increase fluids and rest, take le coe aera and consider taking vitamin 
D and vitamin C to boost i immune system. The subjecdwas reported to have experienced cardiac arrest; it was unknown if cardiopulmonary 
resuscitation was attempted. The subject had cardi est due to progression of , which led to death on the same day (Day 93). The 
death certificate indicated the cause of death aihe arrest due to progression of mz. and COVID-19. It was also 
reported that the coronary artery disease 2p PED did not worsen after receiving study intervention. An autopsy was not performed. 

In the opinion of the investigato there was no reasonable possibility that the cardiac arrest was related to the study intervention, concomitant medications, 


or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the cardiac arrest was associated with subject’s 
underlying 
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Compound: PF-07302048; Protocol: C4591001 Page 9 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: pppplllllllllllills Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) |Race 
a 


Vital Signs - Baseline Ot 


@» Date Collected 
Height Weight BMI 9 (Study Day) 
im 


Ppp ke pp Ke/m2 


Medical History 


Investigator Text & = MedDRA Preferred Term Start Date Disease Status 


pep Present 
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Compound: PF-07302048; Protocol: C4591001 Page 10 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) : ane = 


Date of First Dose: ppp); Date of Last Dose: ppp yy) ee ae 


AE Related To: 


ao [yas @ppi) NOT RELATEDIOTHER Wewsasesotietmgs p05 [Y— 
rR) BS wf st ppp) NOT RELATEDIOTIIER: Paneate Career Piss 
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Compound: PF-07302048; Protocol: C4591001 Page 11 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 


Prohibited Concomitant Medications S oo 
No Prohibited Concomitant Medications or 
@ 


Completed SCREENING, — | 
J 


LEO 
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Compound: PF-07302048; Protocol: C4591001 Page 12 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: pppplllllllllliliils Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 
of 


Narrative Comment 1@) 
Subject , an 275-year-old 


with a pertinent medical history of 


received Dose | on and Dose 2 on (Day 44). Se 


Concomitant medications received within 2 weeks prior to the onset of the metastatic pancreatic cancer with, ‘nefastases to the lungs included 


‘S, Oh 
The subject was diagnosed with metastatic pancreatic cancer with metastases tothe lungs® ppp , 132 days after receiving Dose 2, and died of the 
events on ppp), 142 days after receiving Dose 2. ex : cot 


On ppp), the subject was hospitalized because of pancreatic cane ih metastases to the lungs. The site was not aware of any preexisting 
neoplasm. No disease-specific treatment was reported. The subjec ischarged from the hospital on ppp 7). On ppp) (Day 186), the 
subject died at home because of metastasis to the lungs and disease ogression. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonaleossbiit that the metastatic pancreatic cancer and metastasis to the lungs were related to the 
study intervention, concomitant medications, or cligica trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) |Race 
Sn 3 


Vital Signs - Baseline Ot 


Medical History xO 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
P. 
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Compound: PF-07302048; Protocol: C4591001 Page 14 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


VACCINATION 2 
VACCINATION 3 IBNT162b2 


AE Related To: 


Fatal (ppp) [NOT RELATED/OTHER: Acute on chronic respiratory failure 
pw ly yes_INOTRELATEDIOTHER: COPD os 
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Compound: PF-07302048; Protocol: C4591001 Page 15 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane - 
Date of First Dose: ppp); Date of Last Dose: ppp) An? * 
SRS SSS SSS SSSR SSS SSS SSS SRS SSS SSS SSS SS SS SS SSS SSS SS SSS SSS SSS SSS SSS SSSR SSS SSS : 
yor 
oO 
, Re) 
a 
gor 


Prohibited Concomitant Medications . am 
No Prohibited Concomitant Medications aw 


eo) 
ev , aX) 
oo we 
N¢ \°) 
on @ 


“A> *~\( 
g CK? XN 
INonstudy Vaccines e.* GOY 
(@ he 
[No Nonstudy Vaccines | ane 
7’ 


Subject Summary 


. on, Withdrawal/Completion |Reason for 
Status Date Withdrawal 


Completed [SeREENING EE 


ZS VACCINATION —~ | 
REPEAT SCREENING] ppp SS 
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 
Narrative Comment 10) 
Subject , an 75-year-old ppp) with a pertinent medical history of , 


, received Dose | on PPD) and Dose 2 on ppppyy (Day 21). oe 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject waspligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp) 
(Day 109) and ppp) (Day 130), respectively. ve) 

Ne) 
Concomitant medications received within 2 weeks prior to the onset of the chronic obsty ave D aigionary disease (COPD) and acute respiratory failure 
included 


The subject developed COPD and acute on chronic respiratory failure @h PPD 202 days after receiving Dose 4 (second dose of BNT162b2) and 
died of acute on chronic respiratory failure on the same day. Ky 


@ 
An autopsy was not performed. The COPD was ongoingat the time of death. 
In the opinion of the investigator, there was no reqdhable possibility that the COPD and acute on chronic respiratory failure were related to BNT162b2, 


concomitant medications, or clinical trial postaures, Pfizer concurred with the investigator’s causality assessment. 
5 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Medical History xO 


Date Collected 
(Study Day) 


Investigator Text __c@” _________ MedDRA Preferred Term Start Date 
ms 
a 
a 
pp _—(Presene 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 18 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group jastuaanibieaind Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——s[ Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 a ——— el — ere 


VACCINATIONS __[BNTI6262 —__ 
VACCINATION4 —_[BNT16202 Tarr 


Adverse Events 


Toxicity 
Grade 


i Y 
FO 


AE Related To: 


1 Resolved INOT RELATED/OTHER: 
(pppm) _ [Secondary to 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe - 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? . 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications Zon ; 
4 O° 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group sasiuaaiaibheaiigeh Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —_— ———| 


SCREENING 
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Compound: PF-07302048; Protocol: C4591001 Page 21 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 


Subject ppp, a 50-year-old ppp) with a pertinent medical history of , received Dose | on 
and Dose 2 on ppp) (Day 23). 4k 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 
(Day 202) and ppp) (Day 225), respectively. ve) 


: of 
Concomitant medications received within 2 weeks prior to the onset of the myocardial infStetio ipehuded 
for hypertefigion 
for pain ; > 


@ so 
The subject experienced a myocardial infarction on ppp), 57 dayW afters eiving Dose 4 (second dose of BNT162b2), and died on the same day. 
On ppp) (Day 166), the subject developed a diabetic foot infec iothin the right little toe, which required an emergency room visit on ppp) 7) 
(Day 194) and subsequent hospitalization. On x 94), the subject developed hypertension due to unspecified concomitant drug treatment, 
pid tréalinent ith was i300 On SE (Day 199), AI ond the diabetic foot 
infection was considered resolved. stay in the hospi as for 30 days. 


(Day 282), the subject was found ead ing home by a friend. ED was pronounced dead on arrival to the emergency room. The 

reported hypoglycemia ‘myocardial infarction as the possible causes of death. The site reported that the subject did not report any 
prior hypoglycemic episodes while o . Per the death certificate, the cause of death was myocardial infarction. An autopsy was not performed. 
The hypertension was ongoing at thetime of death. 


In the opinion of the investtgator, there was no reasonable possibility that the myocardial infarction was related to BNT162b2, concomitant medications, or 


clinical trial proced fizer concurred with the investigator’s causality assessment. Per the investigator, the event was possibly related to the underlying 
hypoglycemia (awitical history: ae ). 
al 
\o 
eX’ 
coe 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 816 


090177e19e02c3e4\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


aw 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: [fy lllllllllillls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Height 


ppp ks pp Ko/m2 


Medical History 
Investigator Text 2 IMedDRA Preferred Term 


@» Date Collected 
Weight BMI 6 (Study Day) 


pp resem | 
pep resem ——_—| 
a 
Pp resem ——_—| 
a oe 
Pp resem ——_—| 
a 
a —*d 
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Compound: PF-07302048; Protocol: C4591001 Page 23 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Medical History 


Disease Status 


Start Date 


MedDRA Preferred Term 
PPD 


PPD 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


Vaccination Number Vaccine = =—=—S—=s&| Vaccination Date (Study Day) ‘Time of Vaccination ap ‘ 
VACCINATION |___|BNT162b2 pp) 
VACCINATION 2 [BNT16262 pa GO 


Adverse Events 


Start |Stop Date Stop |Duration 
Time |(Study Day) Time |(Days) 
De ee 
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Compound: PF-07302048; Protocol: C4591001 Page 25 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) en S 
os 
ot 


[Nonstudy Vaccines | on” 
No Nonstudy Vaccines ow" 
ek 


=e 
Withdrawal/Completion IF 
Date NO Rei i 


Withdrawn FOLLOW-UP md 


, 


oo 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Narrative Comment 1@) 


Subject I , a 60-year-old ; with a pertinent medical history of 


egeived Dose 1 onppp and Dose 2 


on ppp (Day 30). a 


Concomitant medications received within 2 weeks prior to the onset of the worsening of COPD 


* O~ 
The subject experienced worsening of COPD on ppp, 69 days Gfierae eiving Dose 2, and died on the same day. 


Ne : : : ; : 
The subject had known but stable Ea disease at enrollment. Bi Ppp, the subject's oa informed the site that the subject had died 
on ppp | (Day 99) because of worsening of COPD. Re tests were unknown PPD died under hospice care at home. An autopsy was not 


performed. ow” 


In the opinion of the investigator, there was no rea enable possibility that the worsening of COPD was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer 6 curred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


4 


Ageat Enrollment (Years) [Race Bthnity Sex _| 


Vital Signs - Baseline no 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
&@ 


5 ; 
‘Vaccination Number Vaccine = =—_— Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 __[Placcto sD) 


VACCINATION 2 Placebo se?) 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 822 


0901 77e19e02c3e4\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


XC [Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 28 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp | 


play Naccuatlon(s) 


a ee 
VACCINATION4 _[BNTI6262______ ppp 5) 
THIRD DOSE BNTIG262 [BNTIG202 ppp G63) 


Adverse Events 
IMedDRA |MedDRA Preferred 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


[Nonstudy Vaccines | or” 
No Nonstudy Vaccines : xe . 
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Compound: PF-07302048; Protocol: C4591001 Page 30 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: pyppyillllllllllills Country: BPD iin 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Medical History 


MedDRA Preferred Term Start Date Disease Status 
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Ppp Present 
ppp Present 
ppp Past 
Ppp Present 
ppp Present 


ppp Present 
ppp Present 
pep Past 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
N 


es 
Fhe ocr 
a 
resem ——_—| 
a 
Preset | 


PDT [Present | 
pups Present | 


Study Vaccination(s) x(e 


(Vaccination Number _ Oa Vaccination Date (Study Day) Time of Vaccination 
VACCINATION. —) 
VACCINAHON 2 ee 
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): Placebo : ne 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

U 


— Events 


MedDRA aia Preferred Start Date Start |Stop Date St 
a SOC Investigator Text (Study Day) Time (Study Day) _ x ‘Time 


INERV Dementia Alzheimer's 
type 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: pppyiiiiiiiiiiiiaas Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ae S 
OO \ 
eS 
Oo 


Subject Summary 


2 
‘Withdrawal/Completion |Reason for go" 
Study Phase Date Withdrawal es 
@ 


Completed VACCINATION pps Ct | 
Withdrawn FOLLOW-UP pps DEATHS 
oo 


According to the subject’s PED. the soit stopped eating and drinking on ppp) 7 (Day 136). All concomitant medications were discontinued from 


(Day 136) onwards. (Day 147), the subject died at home and the cause of death was worsening of dementia (Alzheimer’s). 
The subject had no symptoms of OVID-19 at the time of ia death. An autopsy was not performed. 
S 


In the opinion of the ipa ¥tigator, there was no reasonable possibility that the worsening of dementia (Alzheimer’s) was related to the study intervention, 
t 


concomitant mediations, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 829 


0901 77e19e02c3e4\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 35 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Age at Enrollment (Years) [Race Ethnicity” Sex 


@» Date Collected 
Height Weight BMI 9 (Study Day) 


pppike pp Ke/m2 


Medical History 


MedDRA Preferred Term Start Date Disease Status 
ppp Present | 
ppp Present 


em Presen —_— 
a 
a 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 36 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yyy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =———SsS( Vaccination Date (Study Day) Time of Vaccinagd™ 
VACCINATION 1 __[BNT16202 —) i 
VACCINATION? ___[BNT16202 — 


—“ Events 


Start Date Start |Stop Date Stop |Duration 
(Study Day) Time |(Study Day) Time |(Days) 
1 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


INonstudy Vaccines 
[No Nonstudy Vaccines | 


SCREENING 
Eompiset acer 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Narrative Comment 
Subject , a 70-year-old with a pertinent medical history of 


(Day 22), and Dose 3 on ppp (Day 422). 


Concomitant medication received within 2 weeks prior to the onset of the aortic rupture included 


Page 38 of 114 


received eek eon ppp |, Dose 2 on 


The subject developed an aortic rupture on ppp), 134 days after receiving Dose 3, apd died geome same day. 


On ppp) (Day 556), the subject was hospitalized for a ruptured aortic ancuryeyo ‘The fet was transferred to another hospital and died the same 
@ 
ran 


day. It was unknown if an autopsy was performed. os 


In the opinion of the investigator, there was no reasonable possibility thatthe ao i Psture was related to the study intervention or clinical trial procedures. 
Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the vent was also not related to the concomitant medication. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: [fy llllllllillls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Medical History . XO 
Investigator Text gee MedDRA Preferred Term Start Date Disease Status 


fm Preseme | 
a 
[PPDT Present 
a 
[PD] presen 
a 
(sa 
— 
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


i> 
Present 


Study Vaccination(s) aw? co 


‘Vaccination Number Vaccine = =——S—=s&| Vaccination Bate (Study Day) Time of Vaccination 


BNT162b2 ay 


0 


Adverse Events on 
AE IMedDRA MedDRA)Preferred Start Date Start |Stop Date Stop |Duration 
umber |SOC Te: nh? Investigator Text (Study Day) Time |(Study Day) Time |(Days) 
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rave y 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Completed VACCINATION Ppp | 
Withdrawn FOLLOW-UP pam ‘(DEATH 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 


Subject ppp , an 27-year-old ppp) with a pertinent medical history of 

received Dose 1 on ppp) and Dose 2 on ppp) (Day 23). ow 

The subject was diagnosed with bladder cancer on ppp), 224 days after receiving Dose 2; apietied of the event on ppp), 385 days after 

receiving Dose 2. 60°” ow 

On PFS eee (Day 247), the subject was diagnosed with bladder cancer. Tigabi ANK Nised chemotherapy and was not hospitalized since a wanted to 
nd 


spe remaining time at home. pea cancer spread to other organs, ana? died-AtN ome on ppp) (Day 408) at PPD AM. An autopsy was not 
performed. <\? 


In the opinion of the investigator, there was no reasonable possibilit tbat the bladder cancer was related to the study intervention or clinical trial 
procedures. Pfizer concurred with the investigator’s causality ent. 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp ) Ane 
<\ 
Oo 
> 
go 
“ 


Demography _ @) 


Date of Birth fgeat Enrolment Wears) [Race =i 
—— 
\S, 


Medical History XO 


PPD Present 
pep___fesent_| 
a 
PPD _C=s[Present 
a 
PPD [Present | 
Pep 
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp ) - ow? 

N 


MedDRA Preferred Term 


Present 


Study Vaccination(s) x 


‘Vaccination Number Vaccine = «| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 ___[BNT16262_o% Pa ppp 
VACCINATION? —__[BNTI6QH3° ee) Cd 


XU 


of AX IMedDRA |MedDRA Preferred 
O° [Number |SOC Term Investigator Text 


Sy 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 839 


090177e19e02c3e4\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: [Ey lllllllls Country: PPD tt 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Adverse Events 


IMedDRA Preferred 
Number |SOC Term 
haemorrhage 


NOT RELATED/OTHER: 2 76 IN 
|cardiovascular disease 


Rall 
re ‘Prohibited Concomitant Medications 


INo Prohibited Concomitant Medications 
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a a 


et 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


x 
oo? ° 
5 ENO) 
INonstudy Vaccines om ? 
No Nonstudy Vaccines er 


— me. 
Withdrawal/Cegp etion,/Reason for 
Ne) Withdrawal 


DEATH 


Status Study Phase Date oe 


Compleied [SCREENING — a 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject , a 60-year-old with a pertinent medical history of 


received Dose | on ppp and Dose 2 on ppp) (Day 24). RN @ 


Concomitant medications received within 2 weeks prior to the onset of the arteriosclerosis and gastrointe BA GI) hemorrhage included 


and restless 
oS, 


os 
eo 
The subject was diagnosed with arteriosclerosis and GI hemorrhage on pepe .284 93 days after receiving Dose 2, and died on the same day. 


On ppp, the subject went for PP dialysis appointment. When aed at the facility, fa was feeling unwell, so decided to return home. The 
subject never made it back and it took 3 days for the , which was The subject was found 
on ppp (Day 217) by . The subject and was unresponsive. The medical team reported that™ had died 3 days 
ago. The subject’s body was taken to a funeral home where\afrautopsy was performed. The summary of the forensic report was as follows: “Autopsy 
report on . Cause of death was GI hem relage associated with PRD and atherosclerotic cardiovascular disease. Manner of death was 
natural. Date of death was onPRPD Dayz) at PPD Central Standard Time. Internal examination: head - no contusion, no fracture, no 
hemorrhage, free of atherosclerosis and an ms. Neck - normal. Body cavities - normal. Cardiovascular - the aorta had marked atherosclerosis. Lung - 
normal. Liver, gallbladder, and pancr ormal. Hemic and lymphatic systems - normal. Genitourinary system - normal. Endocrine system - normal. 
Digestive system - the lumen of jejynim, ileum, colon, and rectum were distended by liquid blood, which was leading through the anus. There was no 
hemorrhage in the duodenum, Fhe mucosal surfaces had adherent blood; no lesions were identified. Musculoskeletal system - normal. Toxicology report 
was negative.” ) 

oe 


In the opinion aigie investigator, there was no reasonable possibility that the arteriosclerosis and GI hemorrhage were related to the study intervention, 

concomitanbinie ications, or clinical trial procedures, but rather they were related to and atherosclerotic cardiovascular disease. Pfizer 

concurréd with the investigator’s causality assessment. Per Pfizer, the underlying ne provides 
ible explanations for the event. 


l drome. 
eg syndrome ew 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp 0) - ow? 
N 


‘Vital Signs - Baseline 


Medical History 


Investigator Text m IMedDRA Preferred Term Start Date Disease Status 


Present 
ppp | Present 
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD 


Vaccine Group (as Administered): Placebo 


Study Vaccination(s) 


Adverse Events 


IMedDRA |MedDRA Preferred 2 Start Date 
(Number |SOC Term igat (Study Day) 


Acute respiratory failure | 


co 


Adverse Events Oe i 


eo 
eo 
AEC. [Action to 
Number |Subject SAE|AE Still Present? 


AE Related To: Vaccination |Event 
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Compound: PF-07302048; Protocol: C4591001 Page 50 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 0) An? 
yo’ ; 
_ Oo 
. Rac) 
ae 
———————— x ex” 
Prohibited Concomitant Medications r ek 
No Prohibited Concomitant Medications ‘ ow! 
oe 
“\ o 
~O* 
ed go 
> CY 
CKO oy 


INonstudy Vaccines no xy oO’ 
‘ ot os 
No Nonstudy Vaccines e io? 


ubject Summary 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Narrative Comment 
Subject , a 60-year-old with a pertinent medical history of 


, received Dose 1 onppp and Dose 2 onpppy (Day 22). 
The subject developed a COVID-19 infection and pneumonia on ppp), 58 days after receiving DOSS of 


On ppp ~~) (Day 80), the subject experienced acute shortness of breath, and PPP family called emiigency medical services. On arrival, the subject 
complained of respiratory symptoms, which PPP had been experiencing for the past 3 ? YS- PED Stated that since the start of oy symptoms, 


oxygen levels declined; ae had intermittent fevers, diffuse body aches, and le ed ye inal pain. In the emergency room, ~~~ oxygen saturation 
was 82% on room air, which improved with 4 L of oxygen via nasal cannula. ent e ie ay (Day 80), the subject underwent laboratory tests and 
procedures, which showed blood urea nitrogen (BUN) of 16 mg/dL (no fan eR: 7-22 mg/dL), creatinine of 0.76 mg/dL (NR: 0.50-1.40 mg/dL), 
white blood cell (WBC) count of 9.2 K/cmm (NR: 3.7-10.4 K/cmm), se ie (Hgb) of 12.5 g/dL (NR: 12.0-16.0 g/dL), hematocrit (Hct) of 36.6% (NR: 
36.0%-48.0%), platelet count of 272 K/cmm (NR: 133-450 K/cmm), a ponin less than 0.02 ng/mL (NR: 0.00-0.40 ng/mL); a SARS-CoV-2 nucleic 
acid amplification test was positive; an electrocardiogram (ECG) ages sinus rhythm but could not rule out anterior infection; chest x-ray showed bilateral 
pneumonia; computed tomography scan of abdomen with p ass owed extensive ground-glass pulmonary opacities in the lungs consistent with the given 
history of COVID-19 infection. On the same day (Day Oy e subject was admitted to the intensive care unit. 


The subject developed acute hypoxemic respiratory Yailure on ppp, 60 days after receiving Dose 2. 


On ppp ,, troponin was less than Se ati ECG showed sinus bradycardia, and D-dimer was 0.64 pg/mL (NR not provided). On ppp 7, a 
chest x-ray showed severe viral pneumbitia. On ppp, 2 chest x-ray showed mildly improved opacities in the lower lobes, with no definite 
pneumothorax. On chest x-ray showed resolution of the right pneumothorax and decrease in size of the trace left apical pneumothorax. On 
, creatine kin: was high at 9.3 ng/mL (NR: 0.5-3.6 ng/mL) and troponin was less than 0.02 ng/mL. On ppp, oxygen saturation 
was 98.4% (NR: 95.0%; 100.0%). On ppp, oxygen saturation was 93.5% and on ppp, the WBC count was 18.0 K/cmm, Hgb was 8.8 
g/dL, Het was 0, and platelet count was 177 K/cemm. On ppp, creatinine was 2.43 mg/dL, BUN was 73 mg/dL, WBC count was 13.6 K/cmm, 
Hgb was 8 , Hct was 26.7%, and platelet count was 163 K/emm. On ppp, creatinine was 3.72 mg/dL and BUN was 97 mg/dL. On 
, oxygen saturation was 83.3%, WBC count was 10.3 K/cmm, Hgb was 7.2 g/dL, Het was 22.6%, platelet count was 151 K/cmm, creatinine 
461 mg/dL, and BUN was 109 mg/dL. SARS-CoV-2 tests were positive on during hospitalization. During the 
ospitalization, the subject was treated with 
The subject had a long course with COVID-19 illness; condition did not improve, and**™~ was compassionately extubated. On 
, the subject's sb) informed the site of eB | untimely death, which occurred on ppp) (Day 102). An autopsy was not 
performed, and the causes of death were reported as COVID-19, pneumonia, and acute hypoxemic respiratory failure. 
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Compound: PF-07302048; Protocol: C4591001 Page 52 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


In the opinion of the investigator, there was no reasonable possibility that the COVID-19 infection, pneumonia, and acute hypox @h 
were related to the study intervention or clinical trial procedures. Pfizer concurred with the investigator’s causality assesgiméhi 4 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: pills Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of Birth Age at Enrollment (Years) 
pp = =—Si (ti ;C“(;SSCSC‘zC 


Page 53 of 114 


Medical History XO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


po Present 
PPD [Present 
a 
—E ra 
— 
ra 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: pppyyyyyyys Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 
‘Vaccination Number 


Adverse Events 
MedDRA eerie Preferred 


INERV Cerebrovascular 
accident 


Adverse Events 
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ns Country:PPD oO 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) : ane = 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
Saas ssnssasssse sane sass asSs sas SSS as SSS SSS SSS SSS SSS SS SSS SSS SSS SSeS SSS SSS SSS SSS SSS SSS s5 : 

yor 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines a. oor 
No Nonstudy Vaccines Or? ; ow 
\oua Qe 


Completed 
Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 56 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: pps Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) - ow? 
of 


10) 


Narrative Comment 
Subject , a 50-year-old with a pertinent medical history of 


received Dose 1 on ppp | and Dose 2 on ppp) (Day 20). @ 


Concomitant medications received within 2 weeks prior to the onset of the cerebrovascular accident (CVA) ine lidled 


ed. oe 
The subject was diagnosed with CVA on ppp), 294 days after receiving Dose ands of the event on ppp), 296 days after receiving 
Dose 2. Se “\ 
\O 


O° \ 
On , the subject, who was , presented to the sineaseey TOG prt with abdominal pain lasting 3 days. a was treated 


F ia was diagnosed with gastritis (onset ppp 7) 


[Day 309]) and was discharged on ppp sat ppp. Orv 


©) 
On (Day 314), the subject had a massive strok eva), and was hospitalized after ™ was found unresponsive; it was reported that a had 
been for 3 days. Upon hospitalizati was intubated. A brain computed tomography revealed a large left-sided infarct with subacute 
midline shift. was minimally reactive to pain onthe first day of hospitalization and became unresponsive on the second night. A brain nuclear perfusion 
test showed no flow, and the time of death eel on ppp |) (Day 316). 
re) 
On ppp ~~), the family enn the Body. The cause of the subject’s death was CVA. An autopsy was not performed. 


In the opinion of the investigators there was no reasonable possibility that the CVA was related to the study intervention, concomitant medications, or 
clinical trial procedures. Riser concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vital Signs - Baseline Ot 


Medical History xO 


ep —_Present 
ppp Present 
a 
pep Present 
pep Present 
a 
pep Present 
pep Present 
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Compound: PF-07302048; Protocol: C4591001 Page 58 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


MN Present | 
—n i 


Study Vaccination(s) 


VACCINATION 4 IBNT162b2 aos 
THIRD DOSE BNT162b2 |B yo 
Be. 


Start Date Start |Stop Date Stop |Duration 

(Study Day) Time |(Study Day) Time |(Days) 

2 INV Hepatic enzyme 22 
increased 
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Prohibited Concomitant Medications 


INonstudy Vaccines 


Investigator Text 4 x! en WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 60 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed REPEATSCREENING! ppp 


OPEN LABEL 
TREATMENT 


Withdrawn FOLLOW-UP 
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Compound: PF-07302048; Protocol: C4591001 Page 61 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Narrative Comment 
Subject , a 60-year-old with a reported medical history of 


received Dose | 0 and Dose 2 on 

ge 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether oe ect was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first Second, and third doses of BNT162b2 on 


(Day 176), BEDI (Day 198), and PPD (ay 425), respectively. \\° 
><) 


Concomitant medications received within 2 weeks prior to the subject’s death ieludec ck 


(Day 24). 


O 
The subject died on an unspecified date in ppp, at least 2g after receiving Dose 5 (third dose of BNT162b2). 


On ppp ~~, the site had tried to contact the subjess th protocol amendment 20 update, but the subject’s phone number was disconnected. The site 
J 


contacted the subject’s friend, who reported that the.su 


It was unknown if an autopsy was performed x, @ 

e) 
The site did not have any other alternatigetontact for the subject to collect further information. On ppp), the site updated the subject’s disposition 
status for the study follow-up hagg & “withdrawn” because of the death. 


ect passed away about 2 and a half months ago but did not have the exact date or cause of the death. 


In the opinion of the investégator, there was no reasonable possibility that the death was related to BNT162b2 or clinical trial procedures. Pfizer concurred 
with the investigators Causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: [Ells Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Page 62 of 114 


Date of Birth Age at Enrollment (Years) |Race Ethnicity Sex_| 


@» Date Collected 
Height Weight BMI oO (Study Day) 


pppike pp Ke/m2 


Medical History 


Investigator Text % MedDRA Preferred Term Start Date Disease Status 


PE Presen | 
PeDEPresenn | 
—— 
pep Presen | 
Popa Presen | 
POPE Presenn | 
opm Presenn ‘| 
pope Presen | 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


1@) 
—_i 


Study Vaccination(s) 


Start Date Start |Stop Date Stop |Duration |Toxicity 
(Study Day) Time |(Study Day) Time |(Days) |Grade 
bepm 65) | bpp os) | ot 


cee 
& 
foe" 


4 SKIN 
IN 


ni : ; 
5) EOPL  |Squamous cell 
carcinoma of skin 
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Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 64 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


fren Resolved ep _) 


prone Gop 
MER: si 
5___[TCN__N__ [Resolved (ppp) [NOT RELATEDIQRHER: skin lesion 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING 


Narrative Comment 
Subject , an27S-year-old witha\pertinent medical history of. 


, received Dose | on ppp and Dose 2 on ppp 
(Day 23). ad 


Concomitant medications received within 2 weeks p ito the onset of the septic shock included 


\ 
o 
The subject developed septic shock on ppp, 92 days after receiving Dose 2, and died of the event on ppp), 97 days after receiving Dose 2. 


On ppp yD els); the subject had 4 episodes of emesis. On ppp), the subject had 2 episodes of emesis and came to the emergency room, 
with abdominal a) the lower quadrant along with nausea. PPD described the pain as throbbing and aching, which was localized ing lower abdominal 
area with eines in the right upper quadrant. The subject denied fever, chills, bloody emesis, bloody stool, or rectal pain, and PPD was hospitalized for 
care. Fite bject received a nasogastric tube and a dose of 7 . On ppp), a chest x-ray was unremarkable, computed tomography 
( Séan of the abdomen showed acute mild small-bowel obstruction due to formed stool, heterogeneously enhanced solid left renal mass, and colonic 
(diverticulitis, and an ultrasound examination of the biliary duct on the same day confirmed cholelithiasis. On the same day, laboratory tests showed high 
levels of lactic acid: 2.4 mmol/L (normal range [NR]: 0.7-1.9 mmol/L) and creatinine: 1.4 mg/dL (NR: 0.52-1.04 mg/dL). Emergency surgery was required 
because of the abdominal pain with acidosis and suspected acute renal failure. During surgery, it was found that the subject had dark bloody fluid in the 


abdomen and a distended inflamed pre-gangrenous gallbladder, with a twisted loop of small bowel in the pelvis that could not be released. It was decided to 
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Unique Subject ID: ppp Country:PPD oo 
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Narrative Comment ; 
remove the gallbladder. On the same day, postoperatively, the subject was transferred to the intensive care unit and intubated. #©) was diagnosed with 
septic shock and was treated with 


On ppp, the subject’s chest x-ray showed bibasilar atelectasis with mild edema and/or infiltrates, and a <gemth of the abdomen showed a small- 
bowel obstruction and distended gallbladder with gallstones. On the same day, the subject’s creatinine was high?a 3.13 mg/dL. On ppp 7, the 
subject’s chest x-ray showed development of subcutaneous emphysema, and abdominal x-ray showed pau@ity of bowel gas. While the subject was in the 
hospital, fa condition continued to decline; ee was tachycardic, hypotensive, and in atria] fibrillatto With rapid ventricular response and developed severe 
metabolic acidosis. During the hospitalization, the subject was treated with 


. Even after the treatal eat, the subject’s condition declined and**” family decided to withdraw care, and the 
subject was extubated. On ppp, the subject’s creatinine was high at 4.31 mg/dL, blood lactic acid was high at 9.4 mmol/L, and the glomerular 
filtration rate was 8 mL/min/1.73 m? (NR not reported) On Ppp) (ay 120), at PPD- AM, the subject died of septic shock. An autopsy was not 
performed. There was no indication in the hospitatecords that the subject had a COVID-19 test. 


In the opinion of the investigator, there waged reasonable possibility that the septic shock was related to the study intervention, concomitant medications, or 


clinical trial procedures. Pfizer concyrtéu 
failure. xO 


ith the investigator’s causality assessment. Per the investigator, the septic shock was related to gallbladder 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 861 


0901 77e19e02c3e4\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Medical History XO 
Investigator Text ce MedDRA Preferred Term Start Date Disease Status 


pppms [Present 
pppmmmm [Present 
pepe [Present 
pepe [Present 
ppm [Present 
PPD Present 
pepe [Present 
Ppppmm [Present 
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Medical History Ve 


———K 
PDE [Present | 
— 


Present 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) . ow? 

N 


Adverse Events ‘ 

AE = [MedDRA Tals ae 

Number |SOC i | Tire Subject |SAE 
1 i inj TC/TCN IY 


a mel Urinary retention 
7 INFEC [Urinary tract infectiggO 
We 
xO 


mex |Present? 


Resolved : 4 120 N 
Pp) 

2, Fatal NOT RELATED/OTHER: 4 249 Y 
(pp) [Unknown 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 864 


0901 77e19e02c3e4\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


ane” 


Compound: PF-07302048; Protocol: C4591001 Page 70 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) oe 


NOT RELATED/OTHER: 
unknown at this time 


—— NOT RELATED/OTHER: 

(SPH) [Unknown 

Resolved NOT RELATED/OTHER: 2 
(SPHE) _|Stroke 


Resolved NOT RELATED/OTHER: 


(PD™) __|medical history of PPD — 


Resolved 


INonstudy Vaccines 


No Nonstudy Vaccines 
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Ps 3X\0 
Completed VACCINATION os ee VOX 
Completed REPEAT SCREENING 1 pps oO 
oO J 


Narrative Comment 


Subject | andy “W.year-old with a pertinent medical history of 
, received Dose | on ppp 


and Dose 2 on © (Day 22). 
VY 

In accordance fh te protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 

was confined that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp 


(D and ppp (Day 169), respectively. 


(Concomitant medications received within 2 weeks prior to the onset of the cerebrovascular accident (CVA) (acute CVA and right posterior cerebral artery 
[PCA] stroke) included 


aw 
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Unique Subject ID: ppp yy) Country: 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 


d @ 
The subject experienced a CVA on ppp) and another on ppp), 248 days and 249 days afte ORiving Dose 4 (second dose of BNT162b2), 
respectively, and died of the event on ppp 7), 258 days after receiving the second dosoof BNE 2. 


On ppp | (Day 389), the subject experienced a traumatic subdural hematoma y@Stitingdh hospitalization, After discharge, since ppp), a had 
been in a rehabilitation facility; fa was able to ambulate. e» ° 


‘ Xe) 
On (Day 417), the subject’s PRD visited PPP and found pea Glee citer allowing the subject to sleep for some time, the mee, Sy 
to wake up around ppp) PM, but the subject was difficult to arouse. Fhe subject was taken to the emergency room for altered mental status. id 
not have a recent history of fall, fevers, or chills. A laboratory workuppiwas consistent with a urinary tract infection (UTI). A chest x-ray revealed 
pulmonary edema. No acute intracranial process was noted on,a,ead computed tomography (CT) scan without contrast. eal was admitted for further 
management. The diagnosis was UTI and pulmonary ede ith a possibility of acute CVA. The Candida cystitis was treated with 

, and the subject was also started on On the same day (Day 417), blood tests showed a white blood cell count of 6.69 10°/uL, 
platelets of 213107/uL, and a high neutrophil c f 80.7%. PED international normalized ratio was 1.08 ng/mL, potassium level was 4 mmol/L, glucose 
level was 102 mg/dL, troponin I was 0.017 (uit not reported) (normal range [NR] not reported for all). A brain/head CT scan without contrast showed a 
very faint area of low attenuation withinthe right thalamus versus the left, noted only on a single image (thought to be artifact); the ventricular shunt 
catheter placement was stable, dyer ticles were stable in size. An old encephalomalacia was seen in the right frontoparietal region. In the area of the 
previous subdural hematoma, ghnie hygromas were noted along the flax. Pulmonary vascular congestion and hazy bibasilar airspace disease suggestive 
of volume overload weressen on a chest x-ray on Day 417. An echocardiogram showed an ejection fraction of 60-65% with grade 1 diastolic dysfunction. 


On BPD IN ay 4 18), the subject experienced another CVA with a right PCA stroke. 


On , an MRI of the brain without contrast showed a large distribution posterior cerebral artery level infarction with persistent inter-hemispheric 
hemershage. A head CT scan without contrast showed continued evolution of the right PCA and right cerebellar infarctions. Hemorrhagic signal was not 
Jes@iuded in the middle cranial fossa in areas related to lower density on the head CT scan. A shunt catheter was noted. A small amount of potential residual 
. ee) left intraventricular hemorrhage was also noted. An interval improvement in the hydrocephalus and an unchanged subdural hemorrhage were seen. A 
a? bilateral carotid Doppler duplex ultrasound revealed estimated <50% stenosis of the right internal carotid artery and >70% stenosis of the left internal 
carotid artery by velocities. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


On ppp ~~, a brain magnetic resonance imaging (MRI) was ordered for possible acute ischemia, but it was cancelled due-t@the programmable 
ventriculoperitoneal shunt, which would have to be reprogrammed after the MRI (and nobody in the facility could do oh a altered mental status had 


improved earlier in the day. On the evening of ppp, the subject became minimally responsive and lethargic ing hospital stay, | showed an 

acute change in mental status with increased obtundation, worsening right gaze deviation, and differing pupil sizettom right to left. A head CT scan 

without contrast was ordered and stroke alert was activated. The head CT scan revealed a huge acute right, bral hemisphere, right occipital, and right 

thalamus infarct with mild mass effect on the fourth ventricle. A CT angiogram scan of the head showed complete occlusion of right PCA, not amenable to 

mechanical thrombectomy. Immediate neurosurgery evaluation was recommended, and "vas erred to another facility. Owing to a poor prognosis, 
family opted for comfort care, and"? was discharged to hospice. cor o 


On ppp) (Day 427), the subject died of the CVA. It was not report difan autopsy was performed. 


In the opinion of the investigator, there was no reasonable possibility that the, OWA (acute CVA and right PCA stroke) was related to the study intervention 
or clinical trial procedures. Pfizer concurred with the investigator’s causélity assessment. Per Pfizer, the event was also not related to concomitant 
medications, but rather it was associated with subject’s underly ributory factors, including advanced old age, 
\ 
ee 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: py lllllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


MedDRA Preferred Term Start Date Disease Status 


PD Presemn | 
PED Present ‘| 
—1 
PepE Present | 
pope Presen | 
ODE Presenn | 
EDEN Present | 
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Unique Subject ID: ppp Country:PPD oo 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Investigator Tex (ii 
0 


Study Vaccination(s) eC an : 


‘Vaccination Number Vaccine Vaccination ate ee Day) Time of Vaccination 


IBNT162b2 


Adverse Events 


50 

IMedDRA aT Start Date ae Stop Date eae Duration |Toxicity 
Number |SOC Investigator Text —<=<= 7 Day) — ET Day) —= oF 
H == [RENAL ma: cute kidney injury 


b |caro | Atrial fibrillation 
Atrial fibrillation 


congestive 
incompetence 
6 INV [Troponin increased | 
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Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


Pre Resolved cep __ 


pS rrrenne ys pe 


a oe Resolved — SHER! 
6 = IN. ——sIN_ Resolved (pppymml) NOT RELAT ER: persistent afib 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medication’ 


Nonstudy\\ Va ‘Accines 
NoWohstudy Vaccines 
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Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —" ———| 


SCREENING 


Narrative Comment 


Subject PPD), a 275-year-old ppp) with a pahitient medical history of 
), received Dose 1 on ppp) and Dose 2 on pip (Day 25). 


Concomitant medications received within 2 weeks priort othe onset of the atrial fibrillation included 


The subject expenenced aifist f fibrillation onPRD 119 days after receiving Dose 2, and died of the event onPPD 193 days after receiving 
<0? 


Day 127), the subject experienced a new onset atrial fibrillation. The subject was scheduled to undergo a cardioversion on 
uring cardioversion, im condition worsened. pa heart rate dropped to 20 beats/min. a was treated with 
Following administration, a returned to ia previous atrial fibrillation with a controlled ventricular response with heart rate between 
80-90 beats/min. Ea was shifted to the intensive care unit. RED laboratory examinations on Day 144 showed that u was negative for COVID-19 and had a 
critical troponin level of 0.055 ng/mL (normal range [NR] not provided). Severe mitral valve regurgitation was noted on a transesophageal echocardiogram, 
and a chest x-ray showed mild central vascular congestion and low lung volumes. ia was stable at that time. On ppp, laboratory tests results 


showed a troponin level of 0.081 ng/mL (critical), creatinine level of 3.22 mg/dL (high), blood urea nitrogen level of 68 mg/dL (high), and potassium level 
of 7.4 mmol/L (critical) (NR not reported for all). A bilateral renal ultrasound showed normal sonographic evaluation of kidneys with free fluid ascites. 
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7D 
was diagnosed with hyperkalemia and acute renal failure. was treated with PPD), but it induced hypotension. iia al ‘q@eeived PPD © for 


treatment of atrial fibrillation. Installation of a pacemaker was to be considered after the subject became sufficiently st e subject’s discharge date 
was not available. An autopsy was not performed. 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Medical History 


ane 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


—— 
— ra 
— ra 
——_1 
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Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Medical History aS 
Investigator Text IMedDRA Preferred Term Start Date Disease Status 


PPD 


Study Vaccination(s) 
|Vaccination Number 
VACONATION ENTS DT 
VACCINATION? __[aNTI6202___———SSsSD CC 
THIRD DOSE BNTIG? [BNTION2 ____—__—ipPpEE GO) ip 
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Unique Subject ID: ppp yy Country: 


Vaccine Group a eum: BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


1 INFEC _ |Bacterial sepsis 


pee pies 


INEOPL ma ae 


5 nrc 


Investigator Text 


Page 81 of 114 


Start Date Start |Stop Date 
(Study Day) Time |( fu ay Day) 


of 


Stop |Duration |Toxicity 
Time |(Days) |Grade 


(41) 13 


foxcons | 


Narrative 
Event 


) INOT RELATED/OTHER: unspecified organism ae a ee 


i ee Sees fe — 
Reo GBD NOTRHLATEDIOTHER: ies as 
Y 


oy 


Fatal (ppp) 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 


NOT RELATED/OTHER: Unknown Bo psy 
'Y [Resolved (ppp) [NOT RELATED/OTHER: Escherichia coli 
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Unique Subject ID: ppp Country:PPD oo 
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INonstudy Vaccines 


Investigator Text WHO Drug Preferred Term 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) et S 
SO x\ 

ow 


| | | | | ee) ee 
The subject was diagnosed with an unspecified malignant neoplasm on , 324 days after receivi Ge 3, and died at home on the same day. 
y 


The site learned about the subject’s death from an online obituary after failing to reach The repgxted cause of death was cancer. It was unknown if an 
autopsy was performed. The site was unaware of the subject’s cancer and was unable 19 ; Nod urther information as it did not have other contact 
information for the subject. cor OP 

> @ 


In the opinion of the investigator, there was no reasonable possibility that shal ant neoplasm was related to the study intervention or clinical trial 
procedures. Pfizer concurred with the investigator’s causality assessme “oe 
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@» Date Collected 
Height Weight BMI oO (Study Day) 


ppp ke pp Ke/m2 


Medical History XO 


Present 
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Reason(s) for Narrative: Death 


Unique Subject 1D: ppppilllllllllllliiils Country: PPD NNN 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Study Vaccination(s) 


PPD a\) 1) 
pp CS 
VACCINATION 4 __[BNT162b2_— 3) ppp 32) Csi CCCs 
THIRD DOSE BNTI6202 [BNTIOIN2 O° ——sdpppu GS) ——SSSCi 
yr * 


S 


Adverse Even sor i 


WiedDRA |MedDRA Preferred Start Date Start |Stop Date Stop 
mper |SOC Term Investigator Text (Study Day) ‘Time |(Study Day) ‘Time 
ae 


5 [GENRE ee) ee) | be 
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Duration |Toxicity 
(Days) |Grade 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp s Country: 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


MedDRA |MedDRA Preferred Start Date 
cane SOC Term Investigator Text — Day) 


GENRL ae site pain 


INonstudy Vaccines 
INo Nonstudy Vaccines 


Start 
Time 
PPD | 


Stop Date 


(Study Day) 
= 
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Sisp [Duration Toxicity 
ne 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Subject Summary 


Completed 


Completed [VACCINATION 
- or 


a Completed == [REPEAT SCREENING 1 


Completed OPEN LABEL ow a 
TREATMENT ss 


Completed REPEAT SCREENING 3 


Completed OPEN LABEL PED 
TREATMENT 


a oe ee — ee 
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Compound: PF-07302048; Protocol: C4591001 Page 88 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Narrative Comment wie = | 


PPD ® 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: [Ey lllllllills Country: PPD nn 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of Birth Age at Enrollment (Years) Rae s—<“‘isi—‘—sis—sSY 


pp =i 


Page 89 of 114 


@» Date Collected 
Height Weight BMI oO (Study Day) 


ppp ks pp Ko/m2 


Medical History 


MedDRA Preferred Term Start Date Disease Status 


a 
— 
— 
—i 
—_ ra 
— ra 
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Compound: PF-07302048; Protocol: C4591001 Page 90 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) Ra aa 


Study Vaccination(s) 


Vaccination Number Vaccine = =——S—SsS( Vaccination Date (Study Day) 
VACCINATION 1 __[BNT16202 —) 
VACCINATION? __[BNT16202 ——— 


Adverse Events 
IMedDRA |MedDRA Preferred 
Investigator Text .“ 
NE 


_ Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 91 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines «6 
No Nonstudy Vaccines et 


a 


Withdrawal/Copip 
Status Study Phase Date © : 


Compleied [SCREENING ra 
Completed VACCINATION Ti 
Withdrayn [FOLLOW-UP 
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Compound: PF-07302048; Protocol: C4591001 Page 92 of 114 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppillllllillliliiiills Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject , a 50-year-old 


with a reported medical history of 


, received Dose | on ppp) and bya : 
Concomitant medications received within 2 weeks prior to the subject’s death included 
0 


wo? 


an detected a heartbeat between ppp) and ppp. The 
XR ices confirmed “~ death. PED had blood work done on that day, but the 
result was unknown. Previously, a week prior to~~ death, the subject h: ysical examination and blood work done; ey was in great health per ij 
physician, and PPP blood work was reported to be fine. fe had cat aetsurgery a couple of weeks before and had intentionally lost considerable weight in 
the past 3-4 years. The subject had no history of COVID-19 il and PP death was reported to be sudden and unexpected. An autopsy was not 


performed because there was no suspicion of drug OVEIEOSS oul play. 


In the opinion of the investigator, there was no rea onable possibility that the death was related to the study intervention, concomitant medications, or 


clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the subject’s multiple underlying medical conditions 
including might have contributed to the fatal 
event. S 
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


@» Date Collected 
Height Weight BMI 9 (Study Day) 


Ppp ks pp Ko/m2 


Medical History 


MedDRA Preferred Term Start Date Disease Status 
PDE [Present 


pepE —_Presenn | 
—s 
pepm ——_Presenn | 
pepm —_Presen | 
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Compound: PF-07302048; Protocol: C4591001 Page 94 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vaccination Number Vaccine = =——s& Vaccination Date (Study Day) Time of Vaccination «© | 
VACCINATION | __[BNT162b2 ppm) 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC 
1 


AE Related To: 


NOT RELATED/OTHER: 
Hemorrhagic stroke, Mx history, 
severe sepsis. 
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Compound: PF-07302048; Protocol: C4591001 Page 95 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Adverse Events 


AE i 
(Number |Present? 
2 


Prohibited Concomitant Medications oo 
|No Prohibited Concomitant Medications | oo 


WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 96 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —_— ———| 


SCREENING 


se —= Fs 
i ae 


Narrative Comment 


Subject a 70-year-old PPDEEE vith a pertinent medical history of 
: abe oad se 1 onppp 7, Dose 2 onppp — (Day 22), and Dose 3 on ppp 
(Day 444). | 


Concomitant medications received within 2 we x» prior to the onset of the septic endocarditis, hemorrhagic stroke, and acute myocardial infarction included 


The subject experienced Severe septic endocarditis, hemorrhagic stroke, and acute myocardial infarction (non-ST-elevation) on ppp, 149 days after 
receiving Dose 3¢4nd died on the same day. 


The inf 
An 


ha about the subject’s death was conveyed by PPD when the site called to discuss e-diary noncompliance. Relevant tests were unknown. 
sy was not performed. 


on the opinion of the investigator, there was no reasonable possibility that the septic endocarditis, hemorrhagic stroke, and acute myocardial infarction were 


related to BNT162b2, concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per the 
investigator, the acute myocardial infarction was related to the hemorrhagic stroke, underlying medical history, and severe sepsis; the septic endocarditis 
was related to the medical history of 
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Compound: PF-07302048; Protocol: C4591001 Page 97 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) |Race 
pa Ps 


Vital Signs - Baseline oO. 


Medical History XO 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 Page 98 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


Vaccination Number Vaccine = =—=——=sX| Vaccination Date (Study Day) 
VACCINATION 1 ___|BNT162b2 pp) 


VACCINATION 2 IBNT162b2 


Time of Vaccinatio 


Adverse Events 


AE IMedDRA |MedDRA Preferred ' Start Date 
Number |SOC Term i ; (Study Day) 
Cardio-respiratory arrest NS 3 


Adverse Events 


NOT RELATED/OTHER: 
Cardiopulmonary arrest, no other details to 
report. 
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Compound: PF-07302048; Protocol: C4591001 Page 99 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


N 
Prohibited Concomitant Medications S oo 
No Prohibited Concomitant Medications or 


N 
INonstudy Vaccines oo o 
INo Nonstudy Vaccines : © 


Subject Summary 


a XO 
Os 
Withdrawal/Completion |Reason for 
Study Phase Date 2 Withdrawal 
Completed [SCREENING rs 
Completed VACCINATION “ppp | 


, a275-year-old ppp) with a pertinent medical history of 
, received Dose 1 on ppp) and Dose 2 on ppp 
Re 
ie Ao9 he subject experienced cardio-respiratory arrest on ppp), 373 days after receiving Dose 2, and died on the same day. 
\ 
aX 


[An autopsy was not performed. 
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Compound: PF-07302048; Protocol: C4591001 Page 100 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


In the opinion of the investigator, there was no reasonable possibility that the cardio-respiratory arrest was related to the study it fervention or clinical trial 
procedures. Pfizer concurred with the investigator’s causality assessment. <o 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Page 101 of 114 


MedDRA Preferred Term Start Date 


= 
pp resem | 
presen ——_—| 
resem ——_—| 
Ppp —Presemn ——_—| 
Ppp resem ——_—| 
Bp Pree ——_—| 
pep resem | 
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Compound: PF-07302048; Protocol: C4591001 Page 102 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


ae 


Study Vaccination(s) 


‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION I a —— 


Med DRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 

, + erm Investigator Text (Study Day) Time |(Study Day) Time |(Days) |Grade 
Acute myocardial (267) 1 4 
infarction 
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Compound: PF-07302048; Protocol: C4591001 Page 103 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rac y 


Adverse Events 


j SAE |AE Still Present? |AE Related To: x. @ 
Hs ETC/TCN/WY __|Fatal (ppp) NOT RELATED/OTHER: Underlying diseases [4 _ QS” 


{e, 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Subject Summary 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed VACCINATION Ppp | 


Completed REPEAT SCREENING! ppp SSS 
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Compound: PF-07302048; Protocol: C4591001 Page 104 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


& 


Narrative Comment 


ce 
x6) 
Subject , a 60-year-old PPD with a pertinent medical history of 


, received Dose | on ppp and Dose 2 on ppp (Day 21). 


On ppp, the subject’s blood calcium was sepa and reference range not provided), and a cardiac perfusion scan performed on ppp) was 


negative. x ow 
In accordance with the protocol allowagegsthe subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 


was confirmed that the subject had oripi ally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 
(Day 183) and ppp (a5 204), respectively. 


Concomitant medicatio: adeceived within 2 weeks prior to the onset of the acute myocardial infarction included 


Whe subject suffered an acute myocardial infarction on ppp), 63 days after receiving Dose 4 (second dose of BNT162b2), and died on the same day. 


On ppp) (Day 267), while at home, the subject woke up and went to the bathroom. After returning to a bed, al laid down on/— side and suffered 
an acute myocardial infarction (at ppp). The subject was transported to the emergency room where resuscitation was unsuccessful, and as declared 
dead. The cause of death was acute myocardial infarction (progression of underlying disease). An autopsy was not performed. 
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Compound: PF-07302048; Protocol: C4591001 Page 105 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


In the opinion of the investigator, there was no reasonable possibility that the acute myocardial infarction was related to BNT 16262, concomitant 
medications, or clinical trial procedures but rather it was related to the underlying diseases. Pfizer concurred with the in estigator’ s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 106 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


a 


Race thnicity Sex 


Vital Signs - Baseline Ot 


ppp [Present 
PPDM Present 
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Compound: PF-07302048; Protocol: C4591001 Page 107 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yyy) An? 


Investigator Text MedDRA Preferred Term Start Date Fe 
ffPresent 


piri [Present 


stay Maceination(®) pe - . 


Vaccination Number [Vacdne ______Vodnaton a Sma Day 
a 

VACCINATIONS —__[BNTI622______<pppmmms @1)__—————ibppy 

VACCINATIONS _[nT16242__<\_ bpp 3) ————Sip 


Adverse Events 


AE Mea Ri con Preferred Start Date Start |Stop Date cas Duration |Toxicity 
ey O a Text —a Day) Tim = — Day) i a 


1 oS GENRL 


3 [METAB _ [Obesity 
4 ——_INFEC Urinary tract infection 
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Compound: PF-07302048; Protocol: C4591001 Page 108 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp yy) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) Rac e 


Adverse Events 


Prior Day From 
AE Vaccination“Prior 
Number |Subject |SAE JAE Still Present? AE Related To: Ev 

NOT RELATED/OTHER: Unknown cause of death 

NOT RELATED/OTHER: Unknowns) __,X 
NOT RELATED/OTHER: Obe 
Resolved (ppp) [NOT RELATED/OTHER:@hknown O° 


fe, 


Prohibited Concomitant Medications oe va ° 
|No Prohibited Concomitant Medications | is ne 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 
Completed SCREENING rr 
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Compound: PF-07302048; Protocol: C4591001 Page 109 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — ———| 


Completed [VACCINATION 


IREPEAT SCREENING 1 


Narrative Comment 
Subject , a 60-year-old 


with a@ sported medical history of 


received Dose | on ppp ~~ and Dose 2 onppp 


(Day 24). 


N 
In accordance with the protocol allowance, t Bind agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had or igigel ally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 


(Day 212) and ppp) Oe ‘s BMeéspectively. 
The subject died of an unless Sa cause on ppp, 85 days after receiving Dose 4 (second dose of BNT162b2). 


This subject, with a oing history of AD | decided to undergo gastric bypass revision surgery after multiple unsuccessful attempts to lose 
weight. The preceture was performed successfully without any complications, and the subject was in the hospital for 2 days to 

Yor postoperative care. On ppp) (Day 316), the subject died of unknown non-COVID-19 related causes. The was 
ongoing at the time of death. It was unknown if an autopsy was performed. No additional details were provided for this event as the subject’s family 
|dgclined to provide any further information. 


In the opinion of the investigator, there was no reasonable possibility that the death was related to BNT162b2 or clinical trial procedures. Pfizer concurred 
with the investigator’s causality assessment. Per Pfizer, the subject’s multiple comorbidities should be considered as an alternative explanation for the 
subject’s demise. 
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Compound: PF-07302048; Protocol: C4591001 Page 110 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: [fy llllllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Page 111 of 114 


MedDRA Preferred Term Start Date Disease Status 


PDE Presen | 
pepEPresen | 
—— 
EDEN Presen | 
pep Presen | 
EDN _[Presenn | 
Pop Presen | 
pepmPresen | 
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Compound: PF-07302048; Protocol: C4591001 Page 112 of 114 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


1@) 
Investigator Text MedDRA Preferred Term Start Date Disease Status | 
ppp Past 
— 


Study Vaccination(s) 


‘Vaccination Number Vaccine =——=s&| Vaccination Bate (Study Day) Time of Vaccination 
a\), 


VACCINATION 1 IBNT162b2 (1) 


VACCINATION? [BNTIO22 pe 2) 
aN 


Adverse Events Be) ¥ 
MedDRA MedDRA)Preferred Start Date Start |Stop Date Stop |Duration 
Number |SOC Te: ni? Investigator Text (Study Day) Time |(Study Day) Time |(Days) 
p fvase eye \Arteriosclerosis | tl 
\ ee oe 2) 
a\\ 
2 eS ARD Hypertensive heart 
coe disease 
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Compound: PF-07302048; Protocol: C4591001 Page 113 of 114 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rave y 


Adverse Events 


| | : a 
Number |Grade j Vaccination |Event 
ae 


i iw 
Iw 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


dus : Withdrawal/Completion |Reason for 
v Study Phase Date Withdrawal 


Completed [SCREENING 


Completed | VACCINATION — 
Withdrayn [FOLLOW-UP — 
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Compound: PF-07302048; Protocol: C4591001 Page 114 of 114 


Reason(s) for Narrative: Death 


Unique Subject ID: [Ey illlllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Narrative Comment 
Subject , a 60-year-old with a pertinent medical history of 
to unknown date), recetved Dose 1 on ppp and Dose 2 on ©) (Day 22). 


Concomitant medications received within 2 weeks prior to the onset of the hypertensive hea diseage@ha arteriosclerosis included 


The subject died on , 41 days after receiving Dose 2. or x0 
i) 150 


[An autopsy determined the causes of death as hypertensive heart disease augfUiteriosclerosis, Of note, the subject had risk factors of eB) | 
, which put rie at high risk for cardiac/acute myocardial infa: ction death. The events did not require a visit to the emergency room. 


In the opinion of the investigator, there was no reasonable possiblity that the hypertensive heart disease and arteriosclerosis were related to the study 
intervention, concomitant medications, or clinical trial précedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 1 of 106 


Reason(s) for Narrative: Death 


Unique Subject ID: pyppyillllllllllllillils Country: BPD Sil 


Vaccine Group (as Administered): Placebo 


re 
a 
a 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 2 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——s&| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo pp) 
VACCINATION 2 Placebo p22) 


Adverse Events 


AE IMedDRA |MedDRA Preferred Siart Date _‘|Start|Stop Date _—‘|Stop |Duration 
(Number |SOC Term i (Study Day) |Time|(Study Day) |Time 
1 INERV Dementia Alzheimer's xx © 1 

type Nee 


Adverse Events 


Y 


W 


‘NOT RELATED/OTHER: rapid 
onset/progression of Alzheimer and 
Dementia 


AC IP. 


No Prohibited Concomitant Medications 


rohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ee S 
SS \ 
ee 
oO 


INonstudy Vaccines of 
INo Nonstudy Vaccines 


———— 


Completed [VACCINATION ———— 
Withdrawn [FOLLOW-UP ppesee [DEATH 


Narrative Comment 


Ly, 


Subject 78-Year-old ppp | with a pertinent medical history of (both since unknown 
dates), received Dose 1 on and Dose 2 on ppp) (Day 22). 
The subject ae ee cesion of Alzheimer’s disease and dementia on ppp), 211 days after receiving Dose 2, and died on the same day. 


The informati eSbout the subject’s death was reported to the site by PPR friend. The site confirmed the diagnosis of Alzheimer’s disease via an obituary, and 
the subj ct’Pmedical records from hospice confirmed the medical history of RED ance ber peat - No additional details were provided, and the 
suyeeh family declined to provide any further information. It was unknown if an autopsy was performed. 


n F ihe opinion of the investigator, there was no reasonable possibility that the progression of Alzheimer’s disease and dementia was related to the study 
intervention or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 913 


0901 77e19e02c3e5\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 5 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 
SS N 
a 
@ 


Medical History 


Investigator Text |MedDRA Preferred Term Start Date Pa Sane 


a oc 
[— 
— 
a 


i ee 
VagaRaTion tien popes) pe 
VACCINATION? _[BNTI6262________ ppp @3)———SSSS—i 
THIRD DOSE BNTIG262 [BNTIG202 ________pppum GI)——————i) 
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Compound: PF-07302048; Protocol: C4591001 Page 6 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) - ow? 

N 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 
1 


IRESP Acute respiratory failure 


DN 


ETT |) | 


Biopsy skin 
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OF 


Compound: PF-07302048; Protocol: C4591001 Page 7 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


AE IMedDRA |MedDRA Preferred Start |Stop Date 
umber |SOC Term Investigator Text Time 


13 
4 


“F 


INJ&P — |Spinal cord injury 


Spondylitis 


1 


= 


umber |Present? AE Related To: ow 


Yes [NOT RELATEBYOTHER: trauma 


(20 ee ae 
Resolved \y T RELATED/CONCOMITANT DRUG TREATMENT 
( No) 
— 
. ) EVENT 
» @ppl) __ cyst 
(ppp) 


Z 


3 


4 


i INOT RELATED/OTHER: unknown 
(PPD) 
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


~] 


Vaccination Event 


a= NOT RELATED/OTHER: trauma 
(PPD) 
NOT RELATED/OTHER: trauma 


ae NOT RELATED/OTHER: TRAUA 
(Ppp) 
NOT RELATED/OTHE 


<2 
Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 9 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


INonstudy Vaccines 1@) 
Investigator Text WHO Drug Preferred Term Start Date’ 


Study Phase Date \\ Withdrawal 


Completed SCREENING —_— | | 


N 
Completed REPEAT SCREENING 3 ppp 


Completed OPEN LABPE 
TREATMENT 
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Compound: PF-07302048; Protocol: C4591001 Page 10 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ov? 

ow 


10) 


Narrative Comment 
Subject a275-year-old 


sO? 


with a pertinent medical history of 


, received Dose | on , Dose 2 on (Day 23), and Dose S’on (Day 415). 
RF 


Concomitant medications received within 2 weeks prior to the onset of the spinal cord injury and neurogenie Shock included 


VY a 
RTE | eee , 
The subject experienced a spinal cord injury and neurogenic shock on Os daa er receiving Dose 3, and died of the events on ppp, 


190 days after receiving Dose 3. Q: ‘ of 
OO 
On Day 603), the subject fell in the PPD and suffered Epi Kverd injury. Approximately 10 hours later, the subject’s 


, and a fall was suspected.On the same day (Day 603), the subject was taken to the emergency room and was 
subsequently hospitalized. Upon assessment in the hospital, | f8und to have multiple wounds on face, chest, left thigh, right knee, and was unable 
to move ~ upper and lower extremities spontaneously. The IO also developed a pulmonary embolism, acute respiratory failure, rhabdomyolysis, and 
sepsis on the same day (Day 603). The subject’s vital si ‘Showed a body temperature of 29°C, heart rate of 45 beats/min, oxygen saturation of 77% on 
room air, and PPP was hypotensive (blood pressure ings not reported). The subject’s venous blood gas results showed a pH of 7.14 (normal range [NR]: 
7.32-7.43), partial pressure of oxygen of 60 np NR 35-40 mmHg), partial pressure of carbon dioxide of 85 mmHg (NR: 40-50 mmHg), and 
bicarbonate of 30 mmol/L (NR: 20-30 . was intubated, a central venous catheter was placed, and “e was started for warming.” The subject 
received for sedation, . The subject continued to show extreme blood pressure instability 
throughout **Padmission. xO 


The subject’s admission laboratory test results included a white blood cell (WBC) count of 13.2 K/mm? (NR: 3.8-9.9 K/mm+), a red blood cell count of 

5.53 M/mm? (NR: 3965.20 M/mm7?), hemoglobin of 16.4 g/dL (NR: 11.9-15.5 g/dL), hematocrit of 48.6% (NR: 35.6%-45.5%), platelets of 184 K/mm? 
(NR: 150-400 tm), ethanol of <10 (NR: <10), potassium of 5.3 mmol/L (NR: 3.3-4.9 mmol/L), sodium of 142 mmol/L (NR: 135-145 mmol/L), chloride 
of 108 mmotl’L (NR: 97-110 mmol/L), blood urea nitrogen of 29 mmol/L (NR: 8-25 mmol/L), creatinine of 0.47 mg/dL (NR: 0.60-1.10 mg/dL), estimated 
glomesttar filtration rate of 74 mL/min/1.73 m? (NR: 90-130 mL/min/1.73 m°), alanine aminotransferase of 150 U/L (NR: 7-45 U/L), aspartate 

( otransferase of 466 U/L (NR: 10-45 U/L), and creatine phosphokinase of 9194 U/L (NR: 200-300 U/L). The subject’s arterial blood gas results showed 
dO a pH of 7.36 (NR: 7.35-7.45), partial oxygen of 311 mmHg (NR: 83-108 mmHg), partial carbon dioxide of 36 mmHg (NR: 35-45 mmHg), and bicarbonate 
of 21 mmol/L (NR: 20-30 mmol/L). The subject’s urine drug screen result was unremarkable. After 4 hours, repeat laboratory test results showed a WBC 
count of 32.3 K/mm}? (NR: 3.8-9.9 K/mm?), lactate of 6.0 mmol/L (NR: 0.7-2.0 mmol/L), and troponin of 62 ng/L (NR: <17 ng/L). 
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Compound: PF-07302048; Protocol: C4591001 Page 11 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ss Country:PPD oo 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) we 


A computed tomography (CT) angiogram scan of the head and neck showed bilateral anterior maxillary fractures with overlyingiematoma, an anterior 
cartilaginous septal hematoma, and a diffuse idiopathic skeletal hyperostosis. A CT scan of the chest, abdomen, and pelyi ith contrast showed a lobar 
pulmonary embolism of the right pulmonary artery. @ 


\ 
On an unknown date, a nasopharyngeal swab was collected for multiple test components, which showed ne v8 results for influenza (A and B), respiratory 
syncytial virus, COVID-19, coronavirus (229E, HKU1, NL63, and OC43), adenovirus, thinovirus/enteravitus, parainfluenza virus (1, 2, 3, and 4), 


Chlamydia pneumoniae, Mycoplasma pneumoniae, and pertussis. > : coe 
. \ 
The subject experienced shock requiring fluid resuscitation. The primary 83 n 2530 Ned with rhabdomyolysis was acute kidney injury; however, 
creatinine never exceeded 1.6 mg/dL (NR: 0.6-1.1 mg/dL). On an unknows ate fie Subject had elevated muscle enzymes, and renal function had 


moderately declined without any requirement of additional therapies. eo : oot 


On ppp), a venous duplex imaging showed bilateral acute deep vei thrombosis in the lower extremities. A magnetic resonance imaging (MRI) of 


the total spine showed low signal at C3-C4, likely representing oe and contusion. An edema with discontinuity of bridging anterior osteophytes at 


(C3-C4 and C5-C6 likely represented a fracture. Hyperintense si in the C3-C4 intervertebral disc was concerning for disc rupture. Superior to this, there 
was T1 and T2 hyperintense fluid in the ventral epidural spave, representing a 3-mm epidural hematoma. Posterior to C4, the posterior longitudinal ligament 
was thinned and had T2 hyperintense signal, which N Geer for injury. There was also disruption of the nuchal ligament at the level of C1-C2. The 


MRI determined that there was a severe cervical injury. After discussing the goals of care with the subject’s family, the subject was transitioned to 
comfort care with a >order. On ppp 7) (Day 605), the subject died from the spinal cord injury and neurogenic 
shock. The pulmonary embolism, acs’ piratory failure, rhabdomyolysis, and sepsis were ongoing at the time of the subject’s death. An autopsy was not 
performed. xO 


In the opinion of the investigator, there was no reasonable possibility that the spinal cord injury and neurogenic shock were related to the study intervention, 
concomitant medi atioks, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per the investigator, the neurogenic 
shock was relate® trauma (fall). Per Pfizer, the spinal cord injury was related to the fall. 

aX 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: [Ey illlllllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Medical History XO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


Past 


a 
a 
a 
a 
a 
mm irrese | 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp | 


pind, Maeeiuation(s) 


Start Date Start |Stop Date Stop |Duration 
(Study Day) Time |(Study Day) Time |(Days) 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 14 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
os 
ot 
sor” 
5 ON 
INonstudy Vaccines \ 


Ke 
No Nonstudy Vaccines et 


ae 
bi eaaatil a [eti Reason for 
Study Phase Date pe —— 
Completed SCREENING 


Completed VACCINATION — a 
Withdrawn |FOLLOW-UP fee _[PEATH 


Narrative Comment 


Subject: Ree v , 2 60-year-old ppp) with a pertinent medical history of 
, received Dose 1 on ppp) and Dose 2 on ppp) (Day 24). 


Concomitant wiedications received within 2 weeks prior to the cardiac arrest included 


THe subject suffered a cardiac arrest on ppp), 72 days after receiving Dose 2, and died on the same day. 


On PRDMee (Day 96), the subject’s notified the site that the subject had died in’ ~ sleep because of immediate cardiopulmonary arrest. The 
reported that the night before ~~ death, had taken an unspecified for : 
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Compound: PF-07302048; Protocol: C4591001 Page 15 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


these medications were previously used by the subject (dates unknown). No symptoms or illnesses leading to the subject’s deat IDWere reported. The 
subject was not seen in the hospital. The coroner was called to pronounce death; an autopsy was not performed. <o® 


. : : or . 
On , the subject's stated that the cause of death on the death certificate was cardiac arrest (als@described as cardiopulmonary arrest). 
) as p y 


In the opinion of the investigator, there was no reasonable possibility that the cardiac arrest was related toateQudy intervention, concomitant medications, 
or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Rer Pfizercthe subject’s underlying 
might be the more likely explanations for the cardiac arrest. © CO 
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 106 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group sine jastuaaieibieaiaeh Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of Birth Age at Enrollment (Years) 
pps  =—Sti(‘iéié DTCC 


Medical au 


Pac 
PD Presene ——_—| 
PPD [Present | 
EDR —_Presene | 
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Compound: PF-07302048; Protocol: C4591001 Page 17 of 106 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


VACCINATION 3 IBNT162b2 
VACCINATION 4 IBNT162b2 


Adverse Events 


MedDRA |MedDRA Preferred 
Term 


AE Related To: 


Fatal (@pDEEE) _ NOT RELATEDIOTHER: 
wy __ [Resolved (ppp) [NOT RELATED/OTHER: unknown [4 «(349 
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Compound: PF-07302048; Protocol: C4591001 Page 18 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane = 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 


Prohibited Concomitant Medications a of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


A. 
et 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject ye eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and n 


doses of BNT162b2 on 
(Day 204) andPPD (Day 225), respectively. } 


» or 
The subject experienced a traumatic injury due to ee | on I 5 dey? after receiving Dose 4 (the second dose of BNT162b2), 
oe 


and died on the same day. 
&@ 


S\s 
On (Day 573), the subject was involved in : THA Sbject was pronounced dead at the i . The 
subject’ stated that” might have suffered a seizure. An autop washot performed. 
In the opinion of the investigator, there was no reasonable possibili sha Yhe traumatic injury due to pep was related to BNT162b2 or 
clinical trial procedures. Pfizer concurred with the investigator, § sality assessment. 


Vv 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group ine ianuaanebbaeek BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 
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Compound: PF-07302048; Protocol: C4591001 Page 21 of 106 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 

Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—————Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 BNT162b2 pp 
VACCINATION? __[BNT16202 Tr 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term 


Blindness unilateral 
2 _INEOPL 


Adverse Events 


Investigator Text 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 22 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
Oo 
ot 


[Nonstudy Vaccines | go" 
No Nonstudy Vaccines <® 
et 


a Qo < ; Q Wo 
: rae ovr 
Withdrawal/Completion Reason for 
Status Study Phase Date VO" NO v ithdrawal 
Co * , 


Narrative Comment 
Subject 3a 50-year-old ppp) with no pertinent medical history, received Dose | on ppp) and Dose 2 on ppp) 
(Day 20). yr 


The subject was diagAdsed with metastatic lung cancer on ppp), 66 days after receiving Dose 2, and died of the event on ppp, 112 days after 
receiving Dosea? 


On Day 86), the subject went to an urgent care clinic because of blurred vision and was sent to the emergency room. The subject was treated 
O° JOn an unspecified date in ppp), 2 magnetic resonance imaging scans (1 with dye), 2 computed tomography scans (1 with dye), and a bronchial test 


a? (unspecified) were performed. The doctors reported a diagnosis of metastatic lung cancer that had spread to the abdomen and brain; the subject also had 
lost vision in left eye (unilateral blindness) with the onset date of pppy 7) (Day 86). 
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Compound: PF-07302048; Protocol: C4591001 Page 23 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


On ppp) (Day 132), the subject died of the metastatic lung cancer. The unilateral blindness was ongoing at the time of. thie Suibject’s death. An 


autopsy was not performed. <o® 
In the opinion of the investigator, there was no reasonable possibility that the metastatic lung cancer was related tothe Study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. rey ® 
Xo\ 
; Ons . coe 
yr™ ae 
ae ao 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline oO. 
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Compound: PF-07302048; Protocol: C4591001 Page 25 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp | 


Study Vaccination(s) 


Vaccination Number Vaccine =——=s&( Vaccination Date (Study Day) 
VACCINATION 1 ___|BNT162b2 pp) 


VACCINATION 2 IBNT162b2 


Adverse Events 


‘ rt Date Start |Stop Date Stop |Duration 
(Study Day) Time |(Study Day) Time |(Days) 


ene 
AE Toxicity |to ol ¥ 
Number |Grade Subjects AE/AE Still Present? |AE Related To: 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp | An? 


INonstudy Vaccines eX’ 
Investigator Text WHO Drug Preferred Term , Start Date 


Study Phase 


Completed SCREENING Pp oo 
Completed VACCINATION rrp 


Withdrawn OG 


received Dose 1 on ppp) and 


Dose 2 en‘ 
eX’ 
TKS Subject died of an unknown cause on ppp), 650 days after receiving Dose 2. 


The information about the subject’s death was conveyed by 2D | when the site called to inquire about a missed visit. No additional information was 
provided. An autopsy was not performed because of the subject’s age. 
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


Medical History xO 


PD Presem | 
pe Presene ‘| 
ms Presemn ——_—| 
pep resem | 


a oe 
presen ——_—| 
PED Presen ‘| 
pep resem | 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


pind, Maeeiuation(s) 


Adverse Events 


AE IMedDRA |MedDRA Preferred ; Start Date Start |Stop Date ae Duration |Toxicity 
(Number |SOC Term iga (Study Day) Time |(Study Day) = Grade 
i 1 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 938 


0901 77e19e02c3e5\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 30 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
ox 
ot 
oo? 


\ 
INonstudy Vaccines or’ 
No Nonstudy Vaccines ot 


xO 


ae 
Withdrawal/Cogap eti Reason for 
Study Phase Date Qe Withdrawal 
Completed SCREENING ee 
Completed VACCINATION peer = =—ti(ia;C 


(Day 107), the subject ; 
went down to check oni since it had been a while and found that the subject was sitting cross-legged, leaning forward, and was blue in the face. 


aks 
° Jon Ppp) at ppp’. the subject’s PRD called the study site to report the subject’s death, which occurred at ppp | on ppp) (Day 107). The 
cause of death was cardiopulmonary arrest. An autopsy was performed; however, the results were not available. 


AW? 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


In the opinion of the investigator, there was no reasonable possibility that the cardiopulmonary arrest was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per the investigator,\the event was related to the 
subject’s underlying a. , eh 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of Birth Age at Enrollment (Years) 
pp =i (titCC“(;;:tst~“‘CSNC‘idz 


Vital Signs - Baseline Ot 


MedDRA Preferred Term Start Date Disease Status 


Pep 
ppp 
ppp Present 
Ppp Present 
| 


mm resem 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp’); Date of Last Dose: ppp) - ow? 

ow 


Medical History 


MedDRA Preferred Term Start Date Pa 
fe es 
Ii [Present 
[ppp Present 
Pep [Present 


[ppp Present 
ppp [Present 


[popu Presene | 


pepe Pas 
lpepwmmy [Present 


Teo a oo —— a — 
VacgaWATION2 ssn pe 23) 
VACCINATIONS —__[enT16a62________ ppp 165)_——————ippy 
VACCINATION _[aNT1622____ ppp (185) ———S—S—Si 
THIRD DOSE BNTIOIED [anTI622_________ ppp G73)_——————ip 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) we 


Adverse Events 
ye 
No Adverse Events @ 


ce O* 
Prohibited Concomitant Medications \s of 


No Prohibited Concomitant Medications no 2 os 
OER 
oO 


INonstudy Vaccines 


nk) 
ubject Summary 


eX’ Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING 


VACCINATION — | 
REPEAT SCREENING! ppp SSS 
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed REPEAT SCREENING 3 po 


ee OPEN LABEL xe 
C 
TREATMENT a a 


Withdrawn FOLLOW-UP 


Narrative Comment 


Subject , a 70-year-old : with a reported medical history of 


received Dose | on 
and Dose 2 on (Day 22). 


In accordance with thefprotocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed. La subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on ppp) 


(Day 165) (Day 186), and ppp) (Day 473), respectively. 


T abject died on an unspecified date. On ppp, the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 
cjpecause of the death. This death event occurred outside the protocol-defined postvaccination safety reporting period and, as such, was reported only as an 
update to the subject’s disposition status and not as an adverse event. No additional details will be provided for this event. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppl: Country: BPD Sinn 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 9) 


MedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 9) An? 

ox 


Medical History 


1@) 
PD Pree ——_—| 
Pe resem ‘| 


‘Vaccination Number eT Ca oo Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo ase pps) 
WaccINATION? pup mmm 2 


a EI 
2 JINFEC [Pneumonia 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 1) Rave i 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 


Completed SCREENING rE 
Completed VACCINATION ppp 
Withdrawn FOLLOW-UP — a 
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Compound: PF-07302048; Protocol: C4591001 Page 39 of 106 
Reason(s) for Narrative: Death 
Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 

N 


Narrative Comment 
Subject , a 70-year-old with a pertinent medical history of 


, received Dose | on ppp) | and Dose 2 on ppp) (Day 20). ow 


Concomitant medications received within 2 weeks prior to the onset of the pneumonia included 


~cO~ 
On ppp) (Day 89), the subject suffered a myocardial infarction Sie toyfaifure of a cardiac stent. The subject was hospitalized, and the failed stent 
was removed and replaced. On ppp | (Day 90), the myocardial ipfarttion was considered resolved. 


After the stent replacement procedure, the subject developed prewiidnia on ppp), 70 days after receiving Dose 2, and discharged against medical 
advice on ppp). The site reported that it was not \ -19 pneumonia, as the subject’s COVID-19 test result (date unspecified) was negative. 


The subject died of pneumonia at ppp) on pep 101 days after receiving Dose 2. 


On an unknown date, the site contacted the etibject regarding a missed e-diary entry, during which the subject’s PPD informed the site about the subject’s 
death. An autopsy was not periounea Se 


In the opinion of the investigators there was no reasonable possibility that the pneumonia was related to the study intervention, concomitant medications, or 
clinical trial procedures. Riser concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


an ese 
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a 
a 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 949 


090177e19e02c3e5\Approved\Approved On: 13-Jul-2023 18:28 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 41 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

\ 


vaceiation Namber! | |Waedine | \Vaedination wate G@imay Day) | meet Veena 

VACONATION Pasay 

VACCINATION? [Placebo _———~S~=«i 21) Si 

VacenaTion 3 foyrieaiz_ pp 50s 
oO 


Adverse Events 
MedDRA |MedDRA Preferred 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines 


Investigator Text WHO Drug Preferred Term 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Narrative Comment 2 ae 


PPD 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: [fy llllllllllills Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Height 


ppp ke pp K/m2 


Medical History 


@» Date Collected 
Weight BMI 6 (Study Day) 


Investigator Text ee MedDRA Preferred Term Start Date 


= 
pp resem | 
pep resem ——_—| 
resem —_—| 
Pep _Presemn ——_—| 
Pep _Presemn ——_—| 
pp Pree ——_—| 
presen ——_—| 
a oe 
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Compound: PF-07302048; Protocol: C4591001 Page 45 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Co 
<n 
mb [Present 


Study Vaccination(s) 


Co) 
af) 
‘Vaccination Number Vaccine = itsti—siC@CS acti ation Date (Study Day) Time of Vaccination 
VACCINATION 1 ____[BNT16202 Oo 
VACCINATION? __[BNTI6202___,_ bpp DSi 


MedDRA Preferred Start Date Start |Stop Date Stop |Duration 
Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) 
ppp 49] a ai 


Myocardial infarction (149) | 
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Compound: PF-07302048; Protocol: C4591001 Page 46 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: pppyy) Ra 


Adverse Events 


AE Toxicity 
Number |Grade {Subject |SAE/AE Still Present? |AE Related To: 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines ee oO 
No Nonstudy Vaccines i yor a“ 


Completed VACCINATION Ppp | 
Withdrawn FOLLOW-UP pepe ‘(DEATH 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


ot 


; ow 


own date); 


Narrative Comment 
Subject a 275-year-old 


an 


with a pertinent medical history of (since an uns 


@l bon own dates), received Dose | on 
and Dose 2 on ppp (Day 21). ow 


Concomitant medications received within 2 weeks prior to the onset of the myocardial infarstion inel@ied 


50 
& on? 
The subject experienced a myocardial infarction on pppy 7), 128 day, sepeNVing Dose 2, and died on the same day. 


\ 
On ppp”, the subject visited PPP doctor and it was reported that a feeling well at this time. It was reported that the subject did not have any 
side effects after receiving Dose | and Dose 2. On ppp), the faintly spoke to the subject for the last time. 


The site received a call from the subject’s EED reporting tha had died on Day 149); the subject’s 
. When the subject’s ived,” found that there was a 
skin was mottled, bruised, and rigid. att ergency medical technician noted no lacerations that could cause the pool of blood and estimated 
that might have died 3 to 5 days before “= body was found. The cause of death was reported as myocardial infarction per the medical examiner. An 
autopsy was not performed. 

yo? 


In the opinion of the investigato there was no reasonable possibility that the myocardial infarction was related to the study intervention, concomitant 
medications, or clinical eee procédures. Pfizer concurred with the investigator’s causality assessment. Per the investigator, the event was related to the 
subject’s 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 
a> 
,0°° 


A 


Age at Enrollment (Years) [Race Ethnicity” Sex 


Medical History XO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
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Resolved (ppp) [NOT RELATED/OTHER: mechanical fall 


Compound: PF-07302048; Protocol: C4591001 Page 49 of 106 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
Sees ee : 
t\?P 
yo 
és os 
ow? 
’ ao’ 


‘Vaccination Number Vaccine ‘Vaccination Date (Study Day) Time of Va cchiation 


VACCINATION 1 [BNT16262 Ca 


Se 


: 
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Compound: PF-07302048; Protocol: C4591001 Page 50 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


[Prohibited Concomitant Medications | or” 
No Prohibited Concomitant Medications ee ~ 


ov Xe 
INonstudy Vaccines 0° - \c? 
INo Nonstudy Vaccines ov? , 
a oak 


an \ 
Study Phase ON 


Completed SCREENING _.<~ 
Completed VACCINATION 
Withdrawn FQLOW-UP 


i 
Na 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Concomitant medication received within 2 weeks prior to the subject’s death included 

The subject died on ppp), 558 days after receiving Dose 2. 3 om 

On an unknown date in ppp), the subject fell and suffered a rotator cuff syndromgand wySFrepaired On an unknown date in ppp), the rotator 

cuff syndrome was considered resolved. The subject was having a balance pro ay and diirihg the night of ppp and (Day 579) when 
gaaiiters death information was reported by 


woke up to take Ee tripped, fell, hit fi head, se a h to the site. The 


reported cause of death was unknown. It was unknown if an autopsy per 


In the opinion of the investigator, there was no reasonable possibility thatthe death was related to the study intervention or clinical trial procedures. Pfizer 
concurred with the investigator’s causality assessment. . re) 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Medical History XO 
Investigator Text oe IMedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 Page 53 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Past 

pPp,c\ [Present 

ppp [Present 

ppp Present 
Present 

ppp [Present 

ppp Past 


Present 
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Compound: PF-07302048; Protocol: C4591001 Page 54 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

x\ 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date cS Duration Toxicity 
(Number |SOC Term Investigator Text (Study Day) Time |(Study Day) ‘Time |(Days) |Grade 
Hs [VASC Aortic stenosis fy [4 


Cardio-respiratory arrest 


a SS 


2 wy Fatal (ppp AY a 
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

go 


Subject Summary of 


6° 
Withdrawal/Completion |Reason for go" 
Study Phase ——" ———| es 
yy & 


SCREENING 


con VACCINATION —— oS 
Completed _____|REPEATSCREENING| ppm | 
Withdrawn OPEN LABEL 


oe eA oe 


TREATMENT 


Withdrawn FOLLOW-UP moma Te 


Pe 
oe 
@ 


od 


Ris 
yo with a pertinent medical history of to an 


received oe on ppp.) and Dose 2 on ppp) (Day 24). 


In accordance with the protocol aoe the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subjegt3 originally received placebo; the subject therefore received the first dose of BNT162b2 on ppp) (Day 122). 


Concomitant medio Hie within 2 weeks prior to the onset of the cardiopulmonary arrest included PRD 


oo 
The subject @iiffered cardiopulmonary arrest on ppp), 25 days after receiving Dose 3 (the first dose of BNT162b2), and died on the same day. 
ne Rabject’s PPD reported that the subject suffered shortness of breath and was taken to the emergency room on ppp) (Day 137). Subsequently, the 


Narrative Comment 


Subject 
unknown date), 


, an 275-year-old | 


O subject was hospitalized on the same day (Day 137) because of the worsening aortic stenosis. Per the investigator, the worsening aortic stenosis was related 


to atherosclerosis. The subject underwent an angiogram, and a stent insertion was recommended. The worsening aortic stenosis was considered resolved on 
(Day 145), and the subject was discharged from the hospital on the same day. The subject had lain down for a nap on ppp 7) (Day 147) 
and never woke up. The subject’s was unaware of the cause of death. PPD also reported that the stent insertion was not completed during the 
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Compound: PF-07302048; Protocol: C4591001 Page 56 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


hospitalization, as the cardiologist did not feel it was an urgent need. Later, on ppp), a death certificate received from 4he subject's primary care 


physician stated that the immediate cause of death was cardiopulmonary arrest secondary to a ; An,autopsy was not performed. 
In the opinion of the investigator, there was no reasonable possibility that the cardiopulmonary arrest was related te BRT 16262, concomitant medications, 
or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. rey ® 
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VACCINATIONS [BNTION62 Tr a 
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—_— Events 
MedDRA Cerne Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 
Guess SOC Tavesiies ae (Study Day) Time |(Study Day) Time |(Days) |Grade 
INEOPL {Adenocarcinoma (@) 3 
2 CARD _ |Cardiac failure xf 
: o) 
oa_ e) 


ft ardig rss spiratory arrest 
oe ce 
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Adverse Events Ate: 
Relative | 
Prior Day From 
AE Vaccination{Prior Narrative 
Number |Subject [SAE |AE Still Present? |AE Related To: Number’ |Vaccination |Event 


Fatal (ppp) NOT RELATED/OTHER: Respiratory Bacterial Infegtisn [5 18 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
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Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Completed REPEAT SCREENING 3 — eee 
ee OPEN LABEL ca 
TREATMENT ow 


Withdrawn FOLLOW-UP 


Narrative Comment 
Subject , a 70-year-old 


~ “with a pertinent medical history of 


, received Dose 1 


on ppp) and Dose 2 on HQE (Day 23). 


In accordance with the protocol Affbwance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the s ad originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


(Day . (Day 180), and ppp) (Day 441), respectively. 


The subject wat iitagnosed with pancreatic adenocarcinoma in ppp, approximately 49 days after receiving Dose 5 (the third dose of BNT162b2) and 
vongesty dia failure and pneumonia, both on ppp), 117 days after receiving the third dose of BNT162b2. 


fir unknown date in ppp), the subject was under outpatient evaluation for pancreatic adenocarcinoma. On ppp) (Day 558), the subject 


O'Wpresented to the emergency room with complaints of shortness of breath and abdominal pain. The subject was hospitalized and treated with oxygen via 


nasal cannula for hypoxia. During the hospitalization, the subject was diagnosed with bilateral pneumonia (respiratory bacterial infection) leading to 
decompensation of congestive heart failure and atrial fibrillation. On the same day (Day 558), the laboratory test results showed blood creatinine of 

0.55 mg/dL, blood sodium of 127 mmol/L (normal ranges [NR] not provided for all), hemoglobin of 12.7 (NR and units not provided), and a white blood 
cell count of 13.9x10?/mm? (NR not provided). A computed tomography (CT) scan of the thorax showed moderate compressive atelectatic changes in both 
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Date of First Dose: ppp); Date of Last Dose: ppp) An? 


lower lobes with superimposed mild consolidation at the left lung base and moderate bilateral pulmonary embolism with no oxi ice of central pulmonary 


embolism. pk 


On an unknown date, the subject’s laboratory test results showed elevated blood lactic acid, hypotension, and leukdytosis. ACT scan and chest x-ra 
showed lateral infiltrates and moderate bilateral pleural effusion. Sepsis was suspected, and the subject was tteattd with 


On ppp, the subject’s laboratory test results showed low lymphocytes of ee count of 13.76 103/mm*, and a high neutrophil 


percentage of 80% (NR not provided for all). The subject’s condition did not improve agreed on palliative care. 


O° \ 
The subject suffered cardiorespiratory arrest on ppp 7), 121 days after re ete the third dose of BNT162b2, and died on the same day. The reported 
causes of death were decompensated congestive cardiac failure, worsenii creatic adenocarcinoma, cardiorespiratory arrest, and pneumonia. An 
autopsy was not performed. 9 2 


In the opinion of the investigator, there was no reasonable poset that the pancreatic adenocarcinoma, congestive cardiac failure, cardiorespiratory 
arrest, and pneumonia were related to BNT162b2. Pfizergoncurred with the investigator’s causality assessment and further stated that the events were not 


related to clinical trial procedures. | 
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VACCINATION? [Pavebo 1 
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MedDRA MedDRA Preferred Start Date Start |Stop Date 
umber |SG e Term Investigator Text (Study Day) Time |(Study Day) 


PD | 


Hypoaesthesia 
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4 WY [Fatal (ppp) oe 


Toxicity 

Grade j AE Related To: 

4 

1 KK 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


dus : Withdrawal/Completion |Reason for 
v Study Phase Date Withdrawal 


Completed SCREENING — | 
Completed VACCINATION — | 
Completed REPEAT SCREENING 1 ppp SSS 
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VACCINATION 1 IBNT162b2 
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Prohibited Concomitant Medications RS of 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


@ 


wagers a 0 
Concomitant medication received within 2 weeks prior to the cardiac arrest includedPRD (since an ankhown date) Ee - 


The subject suffered cardiac arrest on ppp), 30 days after receiving Dose 2, and ae on the fu ay. 


On ppp ) (Day 52), the subject collapsed . The subject was upseon ied cardiopulmonary resuscitation was performed. An 


ambulance was called, and the emergency medical services found the subject t Veni ar tachycardia (heart rate not reported) followed b 
ventricular fibrillation. Two rounds of defibrillation with BD Ot alee Chest compressions were performed, and 

were administered. An é¢hocardiegram performed at bedside revealed cardiac standstill. Resuscitation 
efforts were terminated, and the subject died on the same day (Day 52) bevabie of the cardiac arrest. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility fhat the cardiac arrest was related to the study intervention, concomitant medications, 
or clinical trial procedures. Pfizer concurred with the investigator s causality assessment. 
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FOLLOW-UP 
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Narrative Comment 
Subject a 70-year-old with a reported medical history of 


received Dose | on ppp | and Dose 2 on Day 21). 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine het ‘QS Subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject a ps a irst, second, and third doses of BNT162b2 on 
(Day 195), PPDElll (Day 216), and pill (Day 512), regpettivelys? 


Concomitant medications received within 2 weeks prior to the subject’s aé ath in ichiid 


for increased blood 
cholesterol. The subject additionally received an a nonstudy vaccine, on 


The subject died due to natural causes on , 40 days after receiving Dose 5 (the third dose of BNT162b2). 
The subject’sPRD found PPD dagger home and reported the death to the site. An autopsy was not performed. 
) 


In the opinion of the investigator, thére was no reasonable possibility that the death was related to BNT162b2. Pfizer concurred with the investigator’s 
causality assessment. ey 
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CON ad 
) 
es yr? avr 
Nonstudy Vaccines Ao" x0 es 
s ot os 
No Nonstudy Vaccines e io? 
AO 
x 


Completed EACCINATION rr 


Withdrawn @ ~ |FOLLOW-UP DEATH 
AL 
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Compound: PF-07302048; Protocol: C4591001 Page 78 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject , a 60-year-old with a pertinent medical history of 


, received Dose | on ppp) and Dose 2 on ppp (Day 22). & 
me 


Concomitant medications received within 2 weeks prior to the cardiac arrest included 


9° 7 AW 
The subject suffered cardiac arrest on ppp, 116 days after receiving Dose - and iéd on the same day. 
. N 
On ppp ) (Day 138), the subject experienced seizure-like activitesnd cals 


ed; ig was taken to the emergency room (ER) in cardiac arrest with 


bystander cardiopulmonary resuscitation (CPR) and electrical muscle sti ion (EMS) CPR. The subject was initially found to be in ventricular 
tachycardic arrest (as oe initial rhythm by EMS, and along with subsequent CPR attempts. Per 


emergency medical services, received 

. The subject was in asystole before arrival at , and was unresponsive upon physical examination. was defibrillated with 200 J of 
biphasic electricity but continued to be in pulseless elegfifeal activity and pulseless ventricular fibrillation. Despite appropriate CPR, the subject’s carbon 
dioxide (as reported) continued to drop, and ab echocardiogram showed no cardiac activity with complete cardiac standstill. Resuscitative efforts 
were ceased because of the significantly degreased probability of regaining spontaneous circulation. The subject died of cardiac arrest on ppp) 7) 
(Day 138) at ppp. An autopsy was ngppperformed. Of further note, the subject had reported “sniffles” on ppp), which was not considered to be 
serious, and had a blood test on anpipecified date that showed COVID-19 antibodies. 


In the opinion of the invesié or, there was no reasonable possibility that the cardiac arrest was related to the study intervention, concomitant medications, 
or clinical trial procediives, but rather it was related to the subject’s underlying comorbidities. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 79 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


PD Presem | 
Pe Presene ——_—| 
me Presenn —_—| 
pep Presen | 
a 
Peres ——_—| 
Pe Presem ‘| 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 80 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

N 


MedDRA Preferred Term 


sease 
[Present 
iy s*Present = 


ey Neceuaton(s) 


VACCINATION pasts 
VACCINATION? [Placebo 08“ ppDNC2) 
VACCINATION 3 [BNTIO29V" ppm) pp 


IMedDRA Preferred Stop |Duration |Toxicity 
Term Investigator Text i i Subject SAE 
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Compound: PF-07302048; Protocol: C4591001 Page 81 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


2 CARD _ {Aortic valve 
incompetence 


Cardiac arrest 
a oe Injection site pain — 
pipe Kidney infection OPED ONGOING 


6 = |INFEC___ [Renal abscess ac \e ONGOING 


7s |INFEC Subcutaneous abscess 


Adverse Events 


1 Yes 0 NOT RELATED/OTHER: Incidental |4 172 N 
ra ~) Medical Diagnosis 
2 LS NOT RELATED/OTHER: pre-existing |2 23 N 
a Oe medical history 
re Fatal INOT RELATED/OTHER: Subject with |4 194 Y 
(PPD) ___ significant PPD related medical 
history 
(Ppp) 
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Compound: PF-07302048; Protocol: C4591001 Page 82 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


AE i 
? AE Related To: 


5 NOT RELATED/OTHER: Incidental 
Medical Diagnosis 


Yes NOT RELATED/OTHER: SAE of acute|4 
kidney infection 
= NOT RELATED/OTHER: MRSA 


(Ppp _) infection 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


( 


INonstudy Vaccinés a 
No NonstudyVaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 83 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING 


Narrative Comment AES 


Subject | ,a 70-year-old | <y 


< 
with a pertinent medical history of 


; and methicillin-resistant Staphylococcus 
aureus following an axilla abscess , received Dose 1 onppp) and Dose 2 onppp —) (Day 22). 


O 
In accordance with the protogal at owance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp! 
(Day 174) and (Day 195), respectively. 


Concomita sfitedications received within 2 weeks prior to the cardiac arrest included 


The subject suffered cardiac arrest on ppp) 7), 193 days after receiving Dose 4 (the second dose of BNT162b2), and died on the same day. 


On ppp”) (Day 366), the subject was admitted to the hospital with an acute kidney injury (AKI), possibly due to intravenous contrast use. | hada 
large subdiaphragmatic fluid density collection in the right kidney and underwent interventional radiology-guided drain placement. The culture results were 
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Compound: PF-07302048; Protocol: C4591001 Page 84 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 
positive for methicillin-resistant S aureus, and was treated with om. a underwent surgical drainage of the renal absCess. A transesophageal 
echocardiogram ruled out cardiac seeding by S aureus. Ey developed pneumonia and was treated with 


On the morning of Day 388), the subject was unresponsive, and cardiopulmonary resuscitation was 3 ited. il received 
without return of spontaneous circulation. on the same day with ongoing anemia, 


AKI, leukocytosis, and hyponatremia. The reported cause of death was cardiac arrest. An autopsy bes sai erformed. 


In the opinion of the investigator, there was no reasonable possibility that the cardiac a eat vas rebate 4 to BNT162b2, concomitant medications, or clinical 
trial procedures, but rather it was related to the subject’s underlying histor yoo rred with the investigator’s causality assessment. Per 
Pfizer, the event was associated with severe infectious conditions and the aie oni 
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Compound: PF-07302048; Protocol: C4591001 Page 85 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ov? 
oO 
ot 
oo? 
3 
oo 


Demography 


Date of Birth Age at Enrollment (Years) 3——_£—_—————te ci a Sex | 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
oe 


ae 
jStudy TAGE 


Vaccination Number Vaccine = =——=* Vaccination Date (Study Day) Time of Vaccination 
VACCINATION1 [Placebo sD) 
VACCINATION? [Placebo ——=S=i Ci 
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Compound: PF-07302048; Protocol: C4591001 Page 86 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


Vaccination Number Vaccine =——Ss&| Vaccination Date (Study Day) 
VACCINATION 3 ____|BNT162b2 pep ss) 
VACCINATION 4 __[BNT16202 "Tr 


Time of Vaccination 


—— Events 


MedDRA hieraias Preferred 
Rae: SOC sO Text 


lar pro 


Adverse Events 


Prekibited Concomitant Medications 


Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 87 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp ; ow? 
<\ 
Oo 


INonstudy Vaccines of 
INo Nonstudy Vaccines 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase pe an soe 


SCREENING 
Complsed [VACCINATION —— Se 
Completed |REPEATSCREENING| ppm Os [ 
Coro OPEN LABEL 
aa ==— oor 


Withdrawn == [ROLLOW-UP pp aoe DEATH 


XC 
“3 Sarl PRD with no reported medical history, received Dose | on PPD and Dose 2 on PPD 


yo 
ie allows, the subject’ s agreed to be unblinded to determine whether the subject was eligible for 
as Counce that the subject had originally received placebo; the subject therefore received the first and second doses of 


| ay 183) andPRD (Day 202), respectively. 


Narrative Comment 


(Day 624), the subject was . The subject was found dead at he i. The reported 
cause of death was eB It was unknown if an autopsy was performed. 


In the opinion of the investigator, there was no reasonable possibility that the ay was related to BNT162b2 or clinical trial procedures. 
Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 88 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


, XO 
ppp [Past 
ppm (Pas 
bos Ps —s 
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Compound: PF-07302048; Protocol: C4591001 Page 89 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


ass | Waeetnmtion pats oraayinayy | imeot Vacation 


lat \\C : 


@ hk) 
Oo? 
ar* 


Adverse Events 


MedDRA |MedDRA Preferred 


Amyotrophic lateral 
sclerosis 
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Compound: PF-07302048; Protocol: C4591001 Page 90 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane = 


Date of First Dose: ppp); Date of Last Dose: ppp) An? * 


Prohibited Concomitant Medications a of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 91 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) - oo? 
of 


Narrative Comment 1@) 


Subject ppp), 2 50-year-old ppp) with a pertinent medical history of. 
received Dose 1 on ppp) and Dose 2 on ppp) (Day 22). xe 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp 0) 


(Day 142) and ppp) (Day 161), respectively. A ve) 
we 


Concomitant medications received within 2 weeks prior to the worsening ALS included 


for bulbar ALS. 


VU 6, 
The subject’s bulbar ALS worsened in ppp), approximately 142 days afar FeeeiyDE Dose 4 (the second dose of BNT162b2), and the subject died of the 
event on ppp), 176 days after receiving the second dose of BN 2b%50 


oO 
The subject was diagnosed with ALS on ppp) and, based on ea lySyimptoms, the doctor believed the onset of ALS was in late ppp). The early 
symptoms, which were present inppp , included speech and saa owing problems caused by partial paralysis of the throat muscles. The subject 
received supportive care and treatment for ALS (no specifi reported). The subject’s bulbar ALS worsened in ppp, and PPD died of the event (disease 


progression) on ppp) (Day 337). An autopsy wactiot performed. 


In the opinion of the investigator, there was no reqohable possibility that the worsening ALS was related to BNT162b2, concomitant medications, or 
clinical trial procedures. Pfizer concurred withthe investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 92 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
&@ 


5 ; 
‘Vaccination Number Vaccine = =——=*Y Vaccination Date (Study Day) Time of Vaccination 
VACCINATION1 Placebo DDC) 


VACCINATION 2 Placebo 2) 
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


VACCINATIONS —__[BNT16062 ——— 
VACCINATION [BNT16342 —T 


AE IMedDRA |MedDRA Preferred ~ Stop Date Stop |Duration 
(Number |SOC Term Investigator Text x Time |(Study Day) Time |(Days) 


Adverse Events 


INonstudy Vaccines 
No Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 94 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ov? 

\ 


Completed 


Completed VACCINATION — a ee 


In accordance with the protocol allowance agsubject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It was 
confirmed that the subject had originalig@eived placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) (Day 91) 


and ppp) (Day 113), respectively. 
The subject died on an unspéei ied date inPPD , approximately 323 days after receiving Dose 4 (the second dose of BNT162b2). 


of death was own. It was unknown if an autopsy was performed. On ppp), the site updated the subject’s disposition status for the study 
follow- ae phrase as “withdrawn” because of the death. 


The informatio n aol the subject’s death was obtained from the subject’s PPD when the site called regarding e-diary noncompliance. The reported cause 


Iya opinion of the investigator, there was no reasonable possibility that the death was related to BNT162b2 or clinical trial procedures. Pfizer concurred 


ith the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date Collected 
(Study Day) 


Ps) it 


pp resem | 
ep resem ——_—| 
— 
— 


a cr 
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Compound: PF-07302048; Protocol: C4591001 Page 96 of 106 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group ve Sou: BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


‘Vaccination Number Vaccine = =—SsSW Vaccination Date (Study Day) Time of Vaccination ex 
VACCINATION 1 BNT162b2 pp) si NO 


—— Events 


MedDRA hone Preferred 5 aSEe Date Start |Stop Date Stop |Duration |Toxicity 
ican SOC Investigator Texi a9 (Study Day) Time |(Study Day) Time |(Days) |Grade 
PPD 415) pppipppms 415) pppalt fk 


2 GENRE [Asthenia 


== 


a a SS a 
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Compound: PF-07302048; Protocol: C4591001 Page 97 of 106 
Reason(s) for Narrative: Death 
Unique Subject ID: ppp); Country: Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
S 
os 


: a 
Vaccination re 
AE Still Present? AE Related To: *Vaccination |Event 


Y [Fatal @ppyy) _ [NOT RELATED/OTHER: Unknown cause 


oo \\ — 
a a2 
oor os 
© oo 

Prohibited Concomitant Medications ~~ 

INo Prohibited Concomitant Medications aac) 
a oo 

aw 
i coe 
Oo 


INonstudy Vaccines 


Start Date 


Investigator Text 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed [REPEAT SCREENING3_pppumy =| 


Subject ppp , a 70-year-old a’pertinent medical history of , received Dose 1 on 
, Dose 2 on ppp) (Day 22), and Doge n ppp) (Day 414). 


Concomitant medications received within 2 wee Shor to the onset of the stage III colon cancer included 


\ 

o 

The subject was diagnosed with stage III colon cancer on Ppp 104 days after receiving Dose 3, and died of the event on ppp 7), 203 days 
after receiving Dose 3. Ro 


sen 8), the subject had a colonoscopy, which revealed a 4-cm polyp in the ascending colon and a 25-mm polyp in the cecum; al was 
Hacer wi ge III colon cancer. On ppp), a computed tomography (CT) scan of the chest, abdomen, and pelvis showed a cystic lesion in the 
eee pa Sine body, which was suggestive of a complex pseudocyst or a cystic pancreatic neoplasm. An additional cystic area was also noted in the 
atic tail. On Ppp. a diagnostic aspiration showed benign epithelial cells with acellular mucin, suggestive of a mucinous neoplasm without 
-grade dysplasia or malignancy. On the same day, an endoscopic ultrasound was performed, and the results were unknown. On ppp), the 
subject underwent a right hemicolectomy. 


On ppp, the subject was treated with for the colon cancer. On after ~~ oncologist visit, ia was immediately 
hospitalized for presumed dehydration after initiation of : aa was resuscitated with During”? 
hospitalization, had continued complaints of abdominal pain. On , aculture was positive for Clostridioides difficile colitis, and a CT scan of 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


the chest, abdomen, and pelvis showed toxic megacolon and microperforation. An abdominal x-ray showed severe interval Slopment (ileus versus 


bowel obstruction). On ppp 7), ia underwent a hemicolectomy procedure. ot” 


After the procedure, the subject developed acute septic shock, which required intubation, eed. and continuous renal 
replacement therapy. Due to i grave prognosis, ia was transitioned to comfort care. On ppp (Day 17), the subject died of stage III colon cancer 


(disease progression). It was unknown if an autopsy was performed. 


x0 
In the opinion of the investigator, there was no reasonable possibility that the stage I enion cant was related to BNT162b2, concomitant medications, or 
clinical trial procedures. Pfizer concurred with the investigator’s causality assesstiehi Qe 
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yor" 
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Vaccine = =—=——S—=s&| Vaccination Date (Study Day) Time of Vaccination a \O* 
Placebo dip 25) Ci 
BNT162b2 pope d4) NC 
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Unique Subject ID: ppp; Country:PPD oo 
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Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase —_—" ———| 


SCREENING 


Narrative Comment cm 
Subject ppp. 2 60-year-old pa with a reported medical history of received Dose | on 

and Dose 2 on ppp) 0) Sa 
In accordance with the protocol eees Othe subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It was 
confirmed that the subject had o niginal y received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) (Day 146) 
and ppp (Day 167) | esSpectively 
The subject died on agiaNpecifed date. On ppp 7, the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 


because of the . This death event occurred outside the protocol-defined postvaccination safety reporting period and, as such, was reported only as an 
update to thesia ject’s disposition status and not as an adverse event. No additional details will be provided for this event. 
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Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


Vaccination Number Vaccine = =——Ss=S Vaccination Date (Study Day) 


VACCINATION 1 Placebo (1) 


Time of Vaccination — 


Adverse Events 


AE IMedDRA |MedDRA Preferred ; art | Start |Stop Date Stop |Duration |Toxicity 
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) Time a Grade 


Prohibited Concomitant Medications 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

oO 


INonstudy Vaccines S of 
No Nonstudy Vaccines go" 
“ 


o> a 
Withdrawal/Completion«|# Reas 
Es pat Come aa 


SCREENING ar 
Ream [VACCINATION pop ..O° (DEATH 
Withdrawn FOLLOW-UP ppm’ [DEATH 


Narrative Comment 


on unknown dates), 


stated that the subject had no adverse events after receiving Dose 1. On ppp 7, ia had a normal evening and went to bed. 
(Day 8), the subject’s found that the subject had died, and the cause of death was undetermined. On ppp 7, the subject's 
reported that the medical examiner stated that the subject died from sudden cardiac failure brought on by 2 rounds of radiation for recurring 
, which weakened PPP heart. The subject had no changes ing health or medications. PPD — was still in place at the time of death. The investigator 
felt that the cause of death was sudden cardiac failure from radiation therapy on 2 separate occasions for PPD However, this could not be 
confirmed. In a follow-up report, it was reported that the medical examiner's office determined the cause of death as "undetermined." An autopsy was 
performed; however, the results were not available to the site. 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


concomitant device that was a co-suspect in the subject’s death. Pfizer concurred with the (avestieseny causality assessment and further stated that the 


death was not related to clinical trial procedures. mn & .. ceo » 
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Study Day) 


MedDRA Preferred Term Start Date Disease Status 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) ee ae 


phy Vaeeiuation(s) 


IBNT162b2 


AE MedDRA Boas Preferred . o Start Date Start |Stop Date Stop |Duration |Toxicity 
Number |SOC i Text (Study Day) Time |(Study Day) Tim {ons Grade 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) : ane = 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
SaSsssssns sas ssse ssa sas asses sas Sess essa SS SSS SSS SSS SSS SS SSS SSS SSS SSS SSS SS SSS SSeS SSS SSS =a : 

yor 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
\oua Qe 


Completed 
Withdrawn 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppzyillllllllills Country: BPD iii 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

of 
Narrative Comment 1@) 


Subject , a 70-year-old with a pertinent medical history of 
received Dose | on ppp 0. 


Concomitant medications received within 2 weeks prior to the onset of the Shigella sepsis included 


xe 


(- 


The subject was diagnosed with Shigella sepsis on ppp), 19 days after receiving we 1, an 
receiving Dose 1. Se 


dee Of the event on Ppp 35 days after 
OX 
On ppp), it was reported that the subject was admitted to the hospital (Day 20) after fainted in the middle of the night. On the 
same day (Day 20), the syncope resolved. Per medical records from the haspit adn ion, the subject complained of diarrhea for 2 days, with associated 
nausea, intermittent vomiting, and increasing lethargy. On arrival, wa wage temperature was not reported) and hypotensive (blood pressure was 
not reported). The subject was awake, alert, and oriented x 3-4, but haga d abdominal pain. The subject was transferred to the intensive care unit. The 
subject tested negative for COVID-19 at the hospital. Laboratory r sits showed lactic acidosis (lactic acid was 11.8 mmol/L [normal range: 
0.7-2.1 mmol/L]), a stool test showed fecal leukocytosis, and acorn ted tomography scan of the chest/abdomen showed acute moderate colitis and 
abundant fluid in the small bowel. On ppp 7, a gastrointestinal pathogen panel test was positive for Shigella species. The subject was diagnosed with 


Shigella sepsis with an onset date of (D yI0) and was treated with 
a also received to conti 
as 


1 hypotensive episodes. Per the investigator, the cause of the syncope was sepsis related to Shigella 
infection. ot 


On ppp | (Day 36), the subject of Shigella sepsis. An autopsy was not performed. 
Ae 


In the opinion of the investi for, there was no reasonable possibility that the Shigella sepsis was related to the study intervention, concomitant medications, 
or clinical trial procedures: fizer concurred with the investigator’s causality assessment. 
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—-- 


IMedDRA |MedDRA Preferred 
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Adverse Events 


AE 
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AE Related To: 


Toxicity 
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Unique Subject ID: ppp Country:PPD oo 
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Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
<\ 
Oo 
ot 


Narrative Comment 


Ow 
Subject , a 60-year-old with no pertinent medical history, pee ose 1 on 
@ 
Ke 


Dose 2 on (Day 22). 


Concomitant medications received within 2 weeks prior to the included 


e> 


. oe 
The subject was involved am 0ttitsisidY onPPD 73 days afteci®ceivia® Bose 2, and died on the same day. 


onPPD (Day 95) and was taken to the emergency room 
‘ the ergency contact declined to provide any additional information. It was 
(eo) 

RS 
In the opinion of the investigator, there was no reasonable possibility; fat was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred iththe investigator’s causality assessment. 


OnPRD an emergency contact stated that the subject had 
and died on the same day. The cause of death was 
unknown if an autopsy was performed. 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vital Signs - Baseline no 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
& 


; 


‘Vaccination Number Vaccine = =———Ss=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 ___[BNT16262 —=) ll 
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Compound: PF-07302048; Protocol: C4591001 Page 14 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppHyyyyyy) Ra 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—Ss& Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 2 BNT162b2 pps) 
THIRD DOSE BNT162b2 |BNT162b2 ppp G3) SY 


Adverse Events 


AE IMedDRA |MedDRA Preferred eX ir Start |Stop Date Stop |Duration 
Number |SOC Term Investigator Text Rs Time |(Study Day) Time |(Days) 
> pp 428)| pepe 2s} 


= |GENRL [Sudden death 


Adverse Events 


Prohibited Concomitant Medications 
Prohibited Concomitant Medications 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1029 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 15 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Nonstudy Vaccines 0 
Investigator Text WHO Drug Preferred Term 


| ON 


Withdrawal/Completion Reason for 
Study Phase Date © : RS ‘Withdrawal 
\) 


ompleted VACCINATION Pps 
Completed REPEAT SCREENING 3 si 


Completed OPEN LABEL y 
TREATMENT . 2° 


Withdrawn JFOLLOW- UY 
ov 
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 95 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Subject ppp, a 60-year-old ppp) with no reported medical history, recetved Dose 1 on 
(Day 21), and Dose 3 on ppp) (Day 363). 


The subject died of an unknown cause on ppp), 65 days after receiving Dose 3. ON 


On ppp, the subject developed mild COVID-19 symptoms. On an unreported date, the study coon contacted the subject to confirm 
symptoms including chills, muscle pain, sore throat, and diarrhea. As a result, the subject nae a potential COVID-19 illness visit on ppp); during 


this visit, a nasal swab for COVID-19 testing was collected, but the result was unknow. 3 


rted that the COVID-19 symptoms were resolving. On 


, @po 
Day 428), the subject died in the middle of the night around ppp’. Tie sis PPD found pee unresponsive and immediately called 911 
. The subject was pronounced dead, and the event that causedathe sudden at 


h was unknown. An autopsy was not performed. 


\ 
In the opinion of the investigator, there was no reasonable possibility thatthe 6a death was related to the study intervention. Pfizer concurred with the 
investigator’s causality assessment. Per Pfizer, the sudden death was alsqase related to the clinical trial procedures. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1031 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 17 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Date of Birth Age at Enrollment (Years) 


——— Ps | 


Vital Signs - Baseline 


Medical History 


Investigator Text a MedDRA Preferred Term Start Date Disease Status 


a 
pp (Present 
ms Preset 
presen 


Pe Preseme ——_—| 
Pe resem ——_—| 
presen ——_—| 
a oe 
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Compound: PF-07302048; Protocol: C4591001 Page 18 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group a assaults BNT162b2 Phase 2/3 (30 Wg) woe 


Investigator Text 


Study Vaccination(s) 9 @ 


‘Vaccination Number Vaccine n Time of Vaccination 
VACCINATION | ___JBNT16262 — 


VACCINATION 2 IBNT162b2 (23) 


—— Events 


IMedDRA |MedDRA 4s Start Date Start |Stop Date Stop |Duration |Toxicity 
eee SOC Term aon Investigator Text (Study Day) Time |(Study Day) Time|(Days) |Grade 
| ppp 3] ot 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 95 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
Serer ee ee : 
t\P 
yo 
sO 
, Re) 
a 


Ke 
Prohibited Concomitant Medications ek 


‘J 
[No Prohibited Concomitant Medications | rN ow! 
or 
oe 
e» aX\~ 
CON ad 
) 
es yr? avr 
Nonstudy Vaccines Ao" x0 es 
s ot os 
No Nonstudy Vaccines e io? 
AO 
x 


Completed EACCINATION rr 


Withdrawn @ ~ |FOLLOW-UP DEATH 
AL 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 


Subject ppp I, an275-year-old pppy) with a pertinent medical history of 
received Dose 1 on ppp) and Dose 2 on ppp) (Day 23). 


Concomitant medications received within 2 weeks prior to the onset of the cardiorespiratory arrest included: 


A) “ate 


a CO 
The subject suffered a cardiorespiratory arrest on ppp, 211 days after reosiMtig Do and died on the same day. 


‘A relative found the subject dead at home on ppp) (Day 234). TiO lative ated that they had seen the subject hours earlier in the day and that the 
subject had shown no signs of distress. According to the death certificate, she cause of death was cardiorespiratory arrest. The subject had preexisting 
comorbidities, but the relationship between the comorbidities and deathivas unknown. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable posstiiiiy that the cardiorespiratory arrest was related to the study intervention, concomitant 
medications, or clinical trial procedures, but rather it was ed to possible cardiac causes. Pfizer concurred with the investigator’s causality assessment. 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 21 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


x XO 
ppp——Present———| 
ppp __[Present—_—*s 
ppp Preven ——_—s 
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Compound: PF-07302048; Protocol: C4591001 Page 22 of 95 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp; Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp | Rac e 


Study Vaccination(s) 


VACCINATION| _[BNTI62»2 ppm) 
VACCINATION? __[BNTI6262_______ ppp 23) SSS 
THIRD DOSE BNTIG262 [BNTIG202 bpp G75) 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term 


1 |NEOPL 


Adverse Events 


<Q) 


WL 


On Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Page 23 of 95 


INonstudy Vaccines 
No Nonstudy Vaccines 


Subject Summary 


a 


Withdrawal/Comip etion Oi 
Status Study Phase Date exe 


Completed SCREENING 
Completed VACCINATION 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) - ow? 

ow 


Narrative Comment 
Subject , a 70-year-old with a pertinent medical history of 
, received Dose | on ppp), Dose 2 on ppp) (Day 23), and Dose 3 areppy (Day 475). 


Concomitant medications received within 2 weeks prior to the onset of the hepatic cancer included 
(both since an unknown date) (since an unknown date) (since an unknown date) 
since an unknown date since an unknown date 
since an unknown date) 


Or ow 


oP 
The subject was diagnosed with hepatic cancer in ppp), approximately 20viiys ae Dose 2, and died of the event on ppp), 105 days 
after receiving Dose 3. ae ook 


During a 12-month follow-up visit on ppp 7), the subject reported Legale site that” was diagnosed with hepatic cancer at another hospital. 
During a call, the subject’s PPD informed the site about the aie death due to the progression of hepatic cancer. An autopsy was not performed. 


In the opinion of the investigator, there was no th tp wility that the hepatic cancer was related to the study intervention, concomitant medications, 


or clinical trial procedures. Pfizer concurred with the ifivestigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of Birth Age at Enrollment (Years) 
pps C“‘CSC*t*C(C(‘éz 


Vital Signs - Baseline oO. 


MedDRA Preferred Term Start Date Disease Status 
P. 


ms iPrese | 
pep [Presene | 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—S—SsS Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo pp) = 


VACCINATION 3 IBNT162b2 


VACCINATION 4 IBNT162b2 
THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 
fa ics Death 


\ Start Date 
igator Text (Study Day) 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 


Page 27 of 95 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) : ne 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


[Prohibited Concomitant Medications | 
No Prohibited Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 


Study Phase aN 
Completed SCREENING. 
Completed VACCINATION 


Completed | RRPEAT SCREENING | 


_ \\GOPEN LABEL 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 
Narrative Comment 1@) 
Subject , a 70-year-old with a reported medical history of 


geceived Dose | on ppp 
and Dose 2 on ppp) (Day 23). Rj S 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the RS Was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, Se00 and third doses of BNT162b2 on 


(Day 177), ppp) (Day 198), and ppp) (Day 407), respectively, 3° 


Concomitant medications received within 2 weeks prior to the subject’s death inc 


2 


oO s0° 
The subject died of an unknown cause on ppp), 357 days after raving ase 5 (the third dose of BNT162b2). 


O 
On ppp, the subject presented to an emergency room (ER) wi ‘Oniplaints of dizziness, diminished appetite, and a history of . On 
arrival at the ER, the subject had irregular heartbeats and required 1s italization. Discharge was planned for ppp 7) (Day 764) if ondition 


remained stable. On the morning of ppp) (Day 764 thé Subject lost consciousness and had no pulse. Multiple attempts were made by the medical 
staff to save the subject’s life, but they were unsuccessfwlaThe cause of death was unknown. An autopsy was performed, but the results were unknown. 


In the opinion of the investigator, there was no reasohable possibility that the death was related to BNT162b2, concomitant medications, or clinical trial 
procedures. Pfizer concurred with the investigator's causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


pp resem | 
pp Pree ——_—| 
a 
Ppp resem ——_—| 
a oe 
pp resem | 
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_ OY |No Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 30 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) Ra 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——S—=s&| Vaccination Date (Study Day) i 
VACCINATION 1 ___[BNT16202 Te 


Investigator Text 


hibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
Oo 


INonstudy Vaccines S of 
No Nonstudy Vaccines or 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase es an 0% 


SCREENING S 
item FOLLOW-UP ee 
Withdrawn [VACCINATION pools Oc" earn 


— Comment 


received Dose 1 onppp . 
Concomitant medications received within 2 atbeks prior to the onset of the arteriosclerosis includedPRPD to an unspecified date) PED 
tein unspecified date), 
The subject was diagnosed Ps: arteriosclerosis on Ppp. 3 days after receiving Dose 1, and died on the same day. 


(Day @ wt study site received PPD indicating that the PPD had visited the subject’s home to perform and 
ead. Itwa reported that the subject’s body was cold and had visible lividity. According to the medical examiner, the probable cause of death 
was progressi atherosclerotic disease. It was unknown if an autopsy was performed (no autopsy results were available at the site). 


In the opinion of the investigator, there was no reasonable possibility that the arteriosclerosis was related to the study intervention, concomitant medications, 
onli ical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Medical History 


raverieniORTe 

a co 
PD Pree | 
ms Presenn ——_—| 
PED Presene ‘| 
pe resem | 
Pe Presene ——_—| 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 95 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 
‘Vaccination Number 


VACCINATION? 
VACCINATION 3 IBNT162b2 
VACCINATION 4 BNT162b2 


Adverse Events 
IMedDRA |MedDRA Preferred 


Start Date 
(Study Day) 


Start |Stop Date 


Retiy Stop |Duration |Toxicity 
(Investigator Text ; 


AE Related To: 


1 Fe 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane - 
Date of First Dose: ppp); Date of Last Dose: ppp) An? * 
SaSsssssnssas sss ssa esas a sass sas esses SSS SSS SSS SSeS SSS SSS SSS SSS SSS SSS SS SSS SSeS SSS SS SsSssH a5 : 

yor 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Narrative Comment 1@) 
Subject PPD), a 70-year-old with a pertinent medical history of 
, received Dose 1 on ppp) 1) and Dose 2 on ppp 7) (Day 2 Re 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject waspligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp 0) 


(Day 176) and ppp) (Day 197), respectively. A @ 
\O 
The subject suffered a cardiac arrest on ppp), 59 days after receiving Dose 4 (hAReqnd aise of BNT162b2), and died on the same day. 


The information about the subject’s death was conveyed by i friend to the siggy 1 repoit cause of death was cardiac arrest. It was unknown if an 
autopsy was performed. @* om 


In the opinion of the investigator, there was no reasonable possibility that theéardiac arrest was related to BNT162b2 or clinical trial procedures. Pfizer 
concurred with the investigator’s causality assessment. o 
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A 
on 


% 


Compound: PF-07302048; Protocol: C4591001 Page 36 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


aN) Date Collected 
Height Weight BMI 9 (Study Day) 


ppp ke pp Ke/m2 


Medical History XO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


PDE Presen | 
pepE —_Presenn | 
— 
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No Nonstudy Vaccines 


Compound: PF-07302048; Protocol: C4591001 Page 37 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——Ss& Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 BNT162b2 piso | 
VACCINATION? ___[BNT16202 "Te 


AE IMedDRA |MedDRA Preferred f Stop Date Stop |Duration 
(Number |SOC Term Investigator Text «& Time |(Study Day) Time |(Days) 


CARD Cardio-respiratory arrest 


Adverse Events 


study Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: pppyyilllllllliiills Country: RD iin 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) we 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 
Subject Summary ‘ ot 
Withdrawal/Completion |Reason for go" 
Status Study Phase Date Withdrawal e™ 
Completed SCREENING pa =F 


Withdrayn [FOLLOW-UP poms DEATH 
ey oe 


A+ 


Subject , 2 60-year-old ppp With a pertinent medical history of 
, received Dose 1 on —- Dose 2 on ppp (Day 20). 
Concomitant medications received within 2 weeks prior to the on: setoPt e cardiorespiratory arrest included 


The subject experienced cardiorespiratory arrest on : , 325 days after receiving Dose 2, and died of the event on ppp), 330 days after 
receiving Dose 2. ow 


The subject’s PPD contacted the site on to report the subject’s death and the following information. On ppp) (Day 345), the subject 
suffered intermittent chest pain. On , the subject developed swollen neck glands and a sore throat, with multiple episodes of vomiting. ea did 
not seek medical attention. O ED PPD the subject was evaluated by cardiologist, and FFP electrocardiogram showed normal results. On 

(Day 350), th S) ect’s observed that™ had labored breathing after"? had gone to bed at night. The subject was unresponsive to 
cardiopulmonary rexitiion and emergency services were summoned at A | remained unresponsive and resuscitation efforts were unsuccessful. i 
was pronounced. déa on arrival at the emergency room. It was noted that) had acquired an infection, but the primary site was unknown. The cause of 
death was & ed to be cardiorespiratory arrest. An autopsy was not performed. 


In t Spinion of the investigator, there was no reasonable possibility that the cardiorespiratory arrest was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 39 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline 0 
Date Collected 
(Study Day) 


MedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp illlllllls Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


S 
Vaccine ‘Vaccination Date (Study Day) Time of Vaccination z Low 


BNTI6202_ CO —“(‘;séiséi 
VACCINATION 2 BNTI62b2 ss ssp 22) sb 
\ aw 
ee» . gor 
oe?” ne 
[Adverse Events | ew ov 


INo Adverse Events ae , cot 


\s 
Prohibited Concomitant Medications <i nro 
No Prohibited Concomitant Medications & o 


Nonstudy Vaccines\\— < 


Investigator Text WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING 


Subject BPH mys, an 275-year-old Ppp with a reported medical history of received Dose | on 


PPD) and Dose 2 on PPD) (Day 22). The subject als6xeceived PRD) 
& 


The subject died on an unspecified date. On BEDE of site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 
because of the death. This death event occurred outst the protocol-defined postvaccination safety reporting period and, as such, was reported only as an 
update to the subject’s disposition status, but notaeported as an adverse event. No additional details will be provided for this event. 
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Compound: PF -07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppzylllllllliiilitls Country: BPD linn 


Vaccine Group (as Administered): Placebo 


MedDRA Preferred Term Start Date Disease Status 


Pe Presemn | 
Pe resem | 
Pe resem ——_—| 
pe Presene | 
ns 
a oe 
pep Presem ——_—| 
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at 
{1 Yes NOT RELATED/OTHER: Hemopericardium {2 
secondary to Acute Aortic Dissection 
NOT RELATED/OTHER: Acute Aortic 2 65 Y 
) {Dissection 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) ow? 
yo 
_ of 
an? 
Study Vaccination(s) 4 et 
‘Vaccination Number Vaccine = =~=——_ Vaccination Date (Study Day) Time of V: acchiat on 
VACCINATION 1 Placebo spp) 
VACCINATION 2 (22) ed 
; Oo?" \\ 
BO ae 
O* x0 
Adverse Events 
AE IMedDRA |MedDRA Preferred > Start Date Start |Stop Date Stop |Duration |Toxicity 
Number |SOC Term iga (Study Day) |Time|(Study Day) |Time|(Days) (|Grade (Subject |SAE 


Pia\\|) (86) 
2 1 4 WwW Y 


CARD _ [Pericardial haemosth ge 
XO 7 


(86) 


AE Related To 


Adverse Events ; Qe 
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ow? 
yo 
_ Oo 
Ao? 
o; 
ee 
a e! 
Prohibited Concomitant Medications : am 
INo Prohibited Concomitant Medications aw 
ow 
e x a 
O° 
ew? ow 


F : aor 
INonstudy Vaccines e aoe 
No Nonstudy Vaccines and 
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Compound: PF-07302048; Protocol: C4591001 Page 45 of 95 
Reason(s) for Narrative: Death 


Unique Subject 1D: pppplllllllllllliiiiaills Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Narrative Comment 
Subject , a60-year-old ppp) with a pertinent medical history of 
, received Dose 1 on ppp) and Dose 2 on ppp (Day 22). 4k 


Concomitant medications received within 2 weeks prior to the onset of the aortic dissection and pericardial hemorshage included 


e> aw 


‘ “VC 
The subject developed aortic dissection and pericardial hemorrhage on OF a er receiving Dose 2, and died on the same day. 


@ 
On , the subject had a “head cold” with symptoms of congesige Sd ag(sthtermittent cough, and tookPPD and 
a) AS 


. The symptoms improved on ppp. < 
©) 
On ppp) (Day 86), the subject was foundPPD and ya at a The paramedics arrived, and the subject was 


pronounced dead and taken to the medical examiner. An autopsy was erformed. Per the death certificate and autopsy report, the cause of death was a 


pericardial hemorrhage secondary to acute aortic dissection, 2 


In the opinion of the investigator, there was no reasopatit possibility that the aortic dissection and pericardial hemorrhage were related to the study 
intervention, concomitant medications, or clinica}. fiv 1 procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF -07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppzylllllllllllls Country: BPD lll 


Vaccine Group (as Administered): Placebo 


g 3 MedDRA Preferred Term Start Date Disease Status 


a 
a 
a 
a 
a 
pa Preset —_—| 
pa Present | 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group so a dlunimtered) Placebo woe 


Investigator Text Start Date sf 
ae 
Ppp Present 
2. 


Study Vaccination(s) 


VACCINATION ——Pcebo aa QO EB 
VACCINATION 2 pep a ot _ 


Adverse Events 


AE IMedDRA |MedDRA RS fé Start Date Start |Stop Date Stop |Duration |Toxicity 
Number |SOC Term ais ————————— Text (Study Day) Time |(Study Day) Time |(Days) |Grade 
ppp 44)| ppp om] ss 


ae 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1062 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 48 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo oe 
Date of First Dose: ppp); Date of Last Dose: ppp 0) An? 
yo : 
<oO 
. Rac) 
ae 
———————— x ex” 
Prohibited Concomitant Medications r ek 
No Prohibited Concomitant Medications ‘ ow! 
Ae 
vv O° 
Pe)! 
ed go 
> CY 
CKO oy 


INonstudy Vaccines no xy oO’ 
‘ ot os 
No Nonstudy Vaccines e io? 


ubject Summary 
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Narrative Comment 
Subject , a 70-year-old ppp) with a pertinent medical history of 
, received Dose | on ppp) and Dose 2 on ppp (Day 22). Ke 


Concomitant medications received within 2 weeks prior to the onset of the COVID-19 pneumonia included 


The subject was diagnosed with COVID-19 pneumonia on ppp), 122 days after ne Dosey?s and died of the event on ppp , 175 days 
after receiving Dose 2. @ Nes 


(oy * 
On ppp, the subject showed COVID-19 symptoms. On ppp 7), a goKfN latery test result was positive for COVID-19. ES exhibited 


symptoms of shortness of breath for 3 days and presented to a primary c phiysigiani’s office on ppp) (Day 144). Due to the shortness of breath 
and an elevated heart rate of 160 beats/min, the subject was sent to the émerg eoom. On the same day (Day 144), a was admitted to the hospital with 
suspected viral pneumonia. A chest x-ray on Day 144 revealed patchy Sve in the right midlung and both lung bases, which were suggestive of 
pneumonia. On ppp), the subject was discharged from the ospita . On ppp B was readmitted with the same symptoms as a continuation 
of the COVID-19 pneumonia. Feo second hospitalization lasted’ 5 days. The subject died on ppp) (Day 197). The causes of death were 
reported as hypoxic respiratory failure and COVID-19 pneuisbnia. An autopsy was not performed. 


In the opinion of the investigator, there was no rea enable possibility that the COVID-19 pneumonia was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer curred with the investigator’s causality assessment. 
a) 
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Compound: PF-07302048; Protocol: C4591001 Page 50 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


RAO 
@» Date Collected 
©) 


(Study Day) 


ppykeim2 


PD Presen | 
PD Presene ——_—| 
pep resem | 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 95 
Reason(s) for Narrative: Death 


Unique Subject 1D: [p[yillllllills Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


2 
Vaccination Number Vaccine = =——S—SsS( Vaccination Date (Study Day) ‘Time of Vaccination —__ Low 
VACCINATION 1____[BNT16202 rs 


VACCINATION 2 BNTIO2b2 (“spp 23) 
a ow 
» px) 
ae yy? 


Adverse Events 


AE IMedDRA |MedDRA Preferred one 
(Number |SOC Term Investigator Text Ae 


GENRL = [Chills 


2 |GENRL Injection site erythema 
3B _|GENRL Injection site pain 


4 GENRL [Injection site pain 


GENRL _ {Injection site swellin, 


ie Large intestine N\Y 
: 5 
perforation xO 
7 [MUsC__|Myalgie 
ss [RESP [Re onary embolism 
O 
Adverse Events 


=: 
os 
AE 
Number |Subject SAE |AE Still Present? AE Related To: 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: [fy llllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Resolved (ppp) [Study Treatment 


“a 
Fre\% 
Study Treatment ee 


: G@nd 


ow 
x © 


4 
Prohibited Concomitant Medications QD HO 
INo Prohibited Concomitant Mediga tfens 


ed 
Resolved (ppp )_—« [Study Treatment a0 ; i es) 
=O 


IN [Resolved (Ppp. ))_«[Study Treatment WX | 


Wacci 
Nonst ety Vaccines 
in st igator Text WHO Drug Preferred Term Start Date 


» O 
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Compound: PF-07302048; Protocol: C4591001 Page 53 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING 
Withdrawn FOLLOW-UP pppoe Sti‘ TC(#DOEATH OLS 
alee 


Narrative Comment 
received Dose | on 
and Dose 2 on ppp) (Day 23). ao? 
The subject experienced a pulmonary embolism on , 283 days after receiving Dose 2, and died on the same day. 


In ppp, the subject underwent an emergenc colectomy due to a perforated colon. a recovered from the surgery and was discharged home. The 
perforated colon was considered resolved a (Day 296). 


On ppp) (Day 306), the subject) perienced a pulmonary embolism. ea was pronounced dead on arrival at the emergency department. No further 
information or relevant tests weréeported. The cause of death was reported as pulmonary embolism. An autopsy was not performed. 


In the opinion of the investor, there was no reasonable possibility that the pulmonary embolism was related to the study intervention or clinical trial 
procedures. Pfizer céicurred with the investigator’s causality assessment. Per the investigator, the event was related to a surgical complication. 
eO 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppp lls Country: PPD NN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


MedDRA Preferred Term Start Date 


= 
PD Preset 
PED Presene ‘| 
ms Presemn —_—| 
Pe Presee ‘| 
Pe Presemn | 
Pe resem ——_—| 
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 95 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Ve 


Investigator Text MedDRA Preferred Term Start Date Disease Status | 


ee 


Study Vaccination(s) Z O° a 
‘Vaccination Number Vaccine = =———Ss=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 |BNT16262 a 


VACCINATION 2 IBNT162b2 PPr ee 


9° 
Adverse Events cpe 
INo Adverse Events rN a 


Prohibi ed Concomitant Medications 


INo Prohibited Concomitant Medications 
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Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


WHO Drug Preferred Term 


Subject Summary 


"a \“1Withdrawal 


OQ ‘e. 
Completed SCREENING —__ a ee 
Completed VACCINATION —~ | | 
Withdrawn JFOLLOW-UP pps DEATH 


ae 


Subject a 50-year-old with a reported medical history of 
received Dose | onppp and Dose 2 onppp) (Day 22). The subject 


received an (nonstudy vaccine) on 

The sujet Ged on an unspecified date. On ppp), the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 

beats of the death. This death event occurred outside the protocol-defined postvaccination safety reporting period and, as such, was reported only as an 
(iuxpdate to the subject’s disposition status, but not reported as an adverse event. No additional details will be provided for this event. 
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
o 
ot 
sor” 
ON 


a 


Demography 


Date of Birth Age at Enrollment (Years) Race —<—Sss—SSSCsSCdR tn “i ~ Sex | 


Medical History 


Investigator Text a MedDRA Preferred Term Start Date Disease Status 


a 
an 
= Ps 
a 


PD Presen ——_—| 
Pe Presene ——_—| 
a 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


MedDRA Preferred Term 


tudy Vaccination(s) aw 
ot 
e 


VACCINATION 3. O45 NT162b2 


Ve 
Ppp) iPast 
ppp’) [Present 
rs oO 
pe Present 


me Preseme 
a 


presen ——_— 
sa 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1073 


Page 58 of 95 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 59 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date 
(Number |SOC Term Investigator Text (Study Day) 


VASC Shock haemorrhagic 


Nonstudy Vaccines 


3S Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 60 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —— ———| 


SCREENING 


O 
—— 
Narrative Comment A © 


ha pertinent medical history of 
received Dose | onppp and Dose 2 on ppp (Day 22). 


In accordance with the protocol allowance, the s t agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally¢eceived placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 


(Day 114) and ppp (Day 135) , rospectively. 


Concomitant medications receivedwithin 2 weeks prior to the onset of the hemorrhagic shock included 


Subject , an 275-year-old 


The subject suffered a hemorrhagic shock on ppp), 216 days after receiving Dose 4 (the second dose of BNT162b2), and died on the same day. 


On (Day 351), the subject died at ppp). The site learned about the death on while checking local obituaries after the subject 
fari@d-to complete the e-diary. The information about the subject’s death was conveyed by’ ~ emergency contact when the site called on ppp) to 


o obtain the cause of death. An autopsy revealed a hemorrhagic shock as the cause of death. 


In the opinion of the investigator, there was no reasonable possibility that the hemorrhagic shock was related to BNT162b2, concomitant medications, or 
clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: [pf lllllllllills Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Vital Signs - Baseline Ot 


MedDRA Preferred Term Start Date Disease Status 
P. 


a 
a 
a 
a 
presen 
mm [Presen | 
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Compound: PF-07302048; Protocol: C4591001 Page 62 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——=s&| Vaccination Date (Study Day) Time of cee 
VACCINATION 1 ___[BNT16202 —) ws 
VACCINATION 2 __[BNTI6202 — 


Adverse Events 
IMedDRA |MedDRA Preferred 


Start Date Start |Stop Date 
(Study Day) Time |(Study Day) Time |(Days) 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 95 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


[Nonstudy Vaccines | 
No Nonstudy Vaccines 


Subject Summary 


Status 


eo ho 
Completed VACCINATION pom OS 
Withdrawn [FOLLOW-UP PoE O° [DEATH 
or 


———EEEE>E————— 
Narrative Comment < 


with no pertinent medical history, received Dose 1 on ppp) and Dose 2 on ppp 0) 


“? 


oO 
Concomitant medications received wi nia? weeks prior to the onset of the methicillin-resistant Staphylococcus aureus (MRSA) sepsis included 


O 
The subject was diagnosed it MRSA sepsis on ppp), 351 days after receiving Dose 2, and died of the event on pppy 7), 356 days after 
receiving Dose 2. <0? 


On an unspecified date, the subject underwent a knee replacement procedure. On ppp), approximately 6 months after receiving Dose 2, the subject 
was first. dia nosed with MRSA. On ppp) (Day 371), the subject was hospitalized due to the recurrence of MRSA and progression to MRSA sepsis. 
On lll (Day 376), the subject died of MRSA sepsis. It was unknown if an autopsy was performed. 


the opinion of the investigator, there was no reasonable possibility that the MRSA sepsis was related to the study intervention, concomitant medications, 
or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 95 
Reason(s) for Narrative: Death 


Unique Subject 1D: [Ey llllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


@» Date Collected 
Height Weight BMI 9 (Study Day) 


Ppp ks pp Ke/m2 


Medical History 


MedDRA Preferred Term Start Date Disease Status 
ppp [Pat 


a oa 
pa Present 
pep [Present 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp ) 


Study Vaccination(s) 


Vaccination Number Vaccine =——Ss& Vaccination Date (Study Day) 
VACCINATION 1 ___|BNT162b2 pep) 


VACCINATION 2 IBNT162b2 


Time of Vaccinatio 


Adverse Events 


AE MedDRA Leiria Preferred o|Siart Date Start |Stop Date Stop |Duration |Toxicity 
(Number |SOC Term Investigator Text ‘ (Study Day) Time |(Study Day) Time |(Days) |Grade 
INERV Basilar Lue aneurysm (173) ONGOING 


2 WNERV—achacmicsroke a Se 


Adverse Events 


NOT RELATED/OTHER: Possible incidental finding. 
(ppp) [NOT RELATED/CONCOMITANT DRUG TREATMENT 278 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1080 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 66 of 95 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppp Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


\ 
INonstudy Vaccines a? 
fF 
No Nonstudy Vaccines &@ 


ae 
liseli ieti Reason for 
Study Phase Date pe —— 
SCREENING 


Conpeed VACCINATION — a 
Withdrawn |FOLLOW-UP fee _[DEaTH 


Narrative Comment 
(since an unknown date), 


, received Dose 1 on ppp) and Dose 2 on ppp) (Day 22). 


The sues Sutred an ischemic stroke on ppp) |, 277 days after receiving Dose 2, and died of the event on ppp), 279 days after receiving 


D 
~ 
On ppp) (Day 173), the subject experienced a basilar artery aneurysm. 


On ppp) (Day 299), the subject had dental work and was placed on ee Subsequently, the subject’s PPD found PPD 


poorly responsive at home and called 911; i was transferred to the hospital. A computed tomography angiogram scan showed a basilar thrombus. fea was 
put on mechanical ventilation. also had hypertensive urgency with a blood pressure of 263/164 mm Hg. was diagnosed with an ischemic stroke on 
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 95 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment .@) 


Day 299 at ppp). After 48 hours of hospitalization, the subject remained poorly responsive, and elected to terminall ‘yan PPD from the 
ventilation. On ppp 7) (Day 301), the subject died of an arterial ischemic stroke. The basilar artery aneurysm was 


no antipyretic medication was administered. It was unknown if an autopsy was performed. \\ 
“ 


as s ect ered a predisposing factor; 


In the opinion of the investigator, there was no reasonable possibility that the ischemic stroke was related tothe Guay intervention or clinical trial 


procedures, but rather it was related to hypertensive urgency due to a Pfizer concurred with 
the investigator’s causality assessment. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1082 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 68 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


2 
Medical History XO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 Page 69 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Vaccination Number Vaccine =—Ss& Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1____[BNT16202 rs 
VACCINATION 2 [BNT16262 a 


ow 


Adverse Events S 


| . Or | 
AE IMedDRA |MedDRA Preferred ee Start-Date |Start Stop Date {Stop |Duration |Toxicity |Action to 
Number |SOC Term Investigator Text AS s udy Day) |Time |(Study Day) |Time |(Days) Subject SAE 


1 INEOPL  |Adenocarcinoma TC/TCN/W 
[pancreas 


IHEPAT [Hepatic cyst 


A\ be 
5 GENRL Impabied healing 
_ oe 
GENRE Oedema peripheral 
C 


3 INFEC _ {Escherichia sepsis 
of 
S OO 
4 
re) :) 
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Compound: PF-07302048; Protocol: C4591001 Page 70 of 95 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


AE Related To: 
NOT 
IRRELATED/OTHER: 
unknown 

NOT 
IRRELATED/OTHER: 
unknown 

NOT 
IRRELATED/OTHER: 
unknown 

NOT 
IRRELATED/OTHER: 


\\ a) 
TEDOT 
due t0,surgery 
_ |pancreatic 
. oe Adenocarcinoma 
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Compound: PF-07302048; Protocol: C4591001 Page 71 of 95 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


INonstudy Vaccines = © 
Investigator Text WHO Drug Preferred Term oman ow 7 Start Date 


Completed SCREENING — | 
Completed VACCINATION _\* papas | 
Withdrawn FOLLOW-UP. <C*__pppamms —_—— 


a 
7 


received Dose | on ppp 


The subject was diagnosed with adenocarcinoma of the pancreas on ppp), 38 days after receiving Dose 2, and died of the event on ppp 7), 
439 days after receiving Dose 2. 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppppyillllllllllilliiital’s Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


On ppp ~~, the subject was hospitalized for further examination due to painless icterus. On ppp) J, an endoscopic 
cholangiopancreatography (ERCP) procedure showed suspicion of pancreatic head carcinoma, suspicion of stenosis of le&nancy in the bile duct, and 
suspicion of tumor in the pancreatic duct. A stent was inserted. The pathology was unconfirmed by endosonograpey. n ppp, the subject was 
discharged from the hospital since al hospital roommate tested positive for COVID-19. o 


On ppp, the subject was re-hospitalized for further examination, and iy laboratory test resul owed a gamma-glutamyl transferase (GGT) of 

258 U/L (normal range: 10-71 U/L). On ppp, a SARS-CoV-2 test result was negative. , the subject was symptom-free and was 

discharged from the hospital. The subject was quarantined until ppp) d Jo htact with hospital roommate. Due to the COVID-19 regulations 
@ 


ue 
in the hospital, further examinations were postponed. e» . o® 


@° \ 
On ppp), the subject’s laboratory test result showed a GGT of raf V/ SA a, the subject was hospitalized again, and a computed 


tomography scan of the thorax and abdomen showed a slightly distended,paritreatic head with no signs of tumor expansion. On ppp) (Day 83), an 
endosonography procedure showed no pancreatic malignancy, dislocation of the stent in the ductus hepatocholedochus (DHC) in the papilla area of the bile 
duct with thickened endothelium that was suspicious of a 1-c aN fine needle aspiration in the same location, and an inconspicuous truncus coeliacus 
and adrenal gland; a small liver cyst was also found. Thesibject’ GGT was 73 U/L, and an esophagogastroduodenoscopy showed no findings. The DHC 
stent was not visible. | 


‘oS 
On ppp), an ERCP procedure showedtthe removal of the dislocated stent in the bile duct and filiform stenosis in the distal DHC. A histological 
biopsy and brush smear cytology wer ormed, and the removed stent and top of the used brush were also sent for cytology. A new 8 cm, non— 
self-expanding stent was inserted (n the bile duct. The histology of the bile duct biopsy showed suspicion of high-grade intraepithelial neoplasm. The 
preliminary result of the cyt@pathology of the bile duct brush smear showed a Papanicolaou (PAP) class 3, atypical adenomatous hyperplasia. 
Cytopathology of rad and brush showed a preliminary result PAP class 0 due to non-usable material, and further processing of brush and stent 


materials was neede 


(Day 85), the subject had a fever (temperature not provided) due to Escherichia coli infection and was treated with 
toppp ). On ppp) (Day 85) and ppp, the subject’s laboratory test results showed a GGT of 272 U/L and 253 U/L, 


On ppp, a provisional cytology result showed PAP class 2 chronic erosive inflammation. On ppp, the subject was discharged from the 
hospital in good condition. The E coli sepsis was considered secondary to the suspected adenocarcinoma of the DHC. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1087 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 73 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
On ppp), the subject was hospitalized again. On ppp 7) (Day 99), at 
of the lobus caudatus, a biopsy of segment 3 of the left liver lobe, a proximal duodenopancreatectomy after a Whipple proeiire, a local lymphadenectomy, 
and a cholecystectomy. er 
ws 


On ppp ,, the subject’s liver biopsy from segment 3 showed cholangiofibroma and 2 subcapsular liv @xiidates from segment 3 showed 
2 inflammatory varied cholangiofibromas. The punch biopsy from the lobus caudatus showed fibrosisand?’édema. No malignancy was confirmed via rapid 
incision, and no parasites were noted. e . coe 

\\ 


Oo * 
On ppp), a Whipple preparation histology revealed a tumor-free pancreatig(feSectigg\nargin, a tumor-free DHC resection margin, a Whipple 
preparation with low differentiate ductal pancreas adenocarcinoma (pancreas,htad Sm), intratumoral and peritumoral lymphangitic carcinomatosis, 
intratumoral and peritumoral perineural spread of the tumor, tumor infilfy: ioneg6 peripancreatic fat tissue, immediately surrounding pancreatic tissue with 
high-grade intraepithelial neoplasia in the small pancreatic duct, the spre, the tumor circular in the distal DHC with plicate surrounding, 1 confirmed 


malignant lymph node (1/4) in the direct area of the tumor, secondary @aflammatory changed papilla, tumor-free duodenum and excision margins of the 
g ymp 8 y ged pap 


DHC, and 16 tumor-free peripancreatic lymph nodes were no The subject developed tachycardia after surgery and was treated with 
After stabilization, the subject was shifted to heVentilation ward on ppp) (Day 106). 


On an unspecified date in ppp, the subject ienced peripheral edema and was treated with FED During the course of admission, the subject 
developed a decubitus ulcer on left heel Which was treated with ablation for superficial necrosis, but the subject refused further bandage. On 
(Day 117), the periphera a resolved, and the subject was discharged from the hospital on the same day; however, a showed high 
inflammatory values (values notxeported). On ppp) (Day 120), the subject was re-hospitalized due to impaired healing (postoperative wound 
healing disturbance). The Ac had subcutaneous bleeding at a drainage location on the right abdomen (from adenocarcinoma of the pancreas), where 
there was hemostasis witha Vicryl suture. On ppp) (Day 125), the subject was discharged from the hospital at i request. The subject received 
(from ppp to ppp; further specifics not reported) for the adenocarcinoma of the pancreas. The impaired healing 
(Day 125), and the decubitus ulcer resolved on ppp) (Day 169). 


(Day 459), the subject died at home due to pancreatic carcinoma. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that the adenocarcinoma of the pancreas was related to the study intervention, 
concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


‘Vaccination Number Vaccine = =—=——=sX| Vaccination Date (Study Day) 
VACCINATION 1 Placebo COPD —C ;$sSCSCsidz 
VACCINATION 2 Placebo sO) ——( twsCsCSC*idC 


Subject |SAE |AE.Si 


bk fw (x Pec 


}ited Concomitant Medications 


Prohibited Concomitant Medications 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1090 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 
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Reason(s) for Narrative: Death 


Unique Subject ID: pppyiiiiiiiiiiiiiiaas Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

Oo 


INonstudy Vaccines oe of 
No Nonstudy Vaccines \0 
02 


o> a 
Withdrawal/Completion«|# Reas 
a oes Da OO era 


SCREENING y 
Conpiee VACCINATION ee 
Withdrawn FOLLOW-UP pepe [DEATH 


Narrative Comment a 
Subject , 70 year-old with a pertinent medical history of 


, received Dose 1 on ppp | and Dose 2 onppp (Day 22). 


Oo oe, 
Concomitant medicatior s}eteived within 2 weeks prior to the onset of the bacterial pneumonia included 


The subjec ci diagnosed with bacterial pneumonia on ppp), 71 days after receiving Dose 2, and died of the event on ppp), 75 days after 


‘ose 2 


Recelee 


oS (Day 93), the subject presented to the emergency room with shortness of breath resulting in hospitalization with a pre-diagnosis of 
metabolic acidosis, pneumonia, subarachnoid hemorrhage, and liver cirrhosis. A computed tomography (CT) scan of the head and abdomen performed in 
the emergency room showed no pathological findings. A pulmonary CT angiography indicated that the pulmonary arteries were open. A CT scan of the 
thorax revealed parabronchial infiltration in the right lung and pleural effusion in both hemithoraces. A right internal jugular vein and hemodialysis 
catheters were inserted with an ultrasound. The subject was admitted to the intensive care unit and was sedated. A SARS-CoV-2 test result was negative. 
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Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


1e) 
Left radial artery cannulation was performed. The subject was intubated by using (as reported).” A to DYPPD Ww 
administered to the subject, who had a cardiac arrest after intubation. The subject’s condition was rated as third degree. pe _, the subject’s 
general condition deteriorated, and a blood culture was positive for Escherichia coli; the subject’s Acute Physiology,a hronic Health Evaluation 
(APACHE) II score was 31, is Glasgow coma score was 3, and had a multiple organ failure score of 7 wit ae pected death rate of 79.6. During 
hospitalization, the subject received (from ppp 9) to ) and 

to ppp) for pneumonia. On ppp the subject's general condition further deteriorated, and|__ continued receiving mechanical 
ventilator support. On ppp, the subject was found to have severe brainstem hy oxia whilebeing intubated. On (Day 97), the 
subject’s general condition further deteriorated, and"? became asystolic and hypo i ; e€ receivin 
Cardiopulmonary resuscitation (CPR) was performed, and . However, the subject was unresponsive 
to the CPR, and died of bacterial pneumonia that led to cardiac arrest, tt, as wn if an autopsy was performed. 

Sf AS 

In the opinion of the investigator, there was no reasonable possibility that sh@bacterial pneumonia was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the in ‘stigator’s causality assessment. Per Pfizer, the event was a coincidental medical 


condition with the subject’s predisposing factors like age and ongoing 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 
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Study Vaccination(s) 


‘Vaccination Number Vaccine = =———Ss| Vaccination Date (Study Day) Time of Vaccination at 
VACCINATION 1 Placebo ss“ S—Cédi Pp) eC“ is—*Céi 
VACCINATION 2 Placebo CdD 22) CC 


VACCINATION 3___JBNT169¥ SC a 
VACCINATION 4 JBNT16262 Te 


THIRD DOSE BNT162b2 |BNT162b2 . 
xo 0 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term ¢ 
1 RESP Chronic obstructive 4): Pr 

pulmonary disease. 9° 
jaa eas Death = og 9 

50 

3 GASTR teh 
i 
PP ad ial 
ye) 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) 


AE Related To: 
Resolved INOT RELATED/OTHER: the 
(pp) 


ae ee 
(Ppp) Lx} 

INOT RELATED/CONCOMITANT /4 
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- - 
[Neatudy Vaccines | 
|No Nonstudy Vaccines 
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Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp An? 
<\ 
Oo 


Subject Summary ot 


S 
Withdrawal/Completion |Reason for go" 
Study Phase Date Withdrawal es 
pp |S 


wn 

Completed VACCINATION a0 |? 

Compicied [REPEAT SCREENING | pps 

Completed OPEN LABEL ae xc : 
TREATMENT oF 20? 


Completed OPEN LABEL 


Se . S Oo 
yo 


TREATMENT 


Withdrawn FOLLOW-UP ppm DEATH 


Narrative Comment oN 
Subject PPD), a 50-yearcold” with a reported medical history of 

. , received Dose | on ppp and Dose 2 on ppp) (Day 22). 
In accordance with the protocol alféwance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subjeéthad originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on ppp) 
(Day 80), y 99), and ppp) (Day 447), respectively. 


Concomitant medications received within 2 weeks prior to the subject’s death included PPD (all 


since unknown dates) for unknown indications. 
Tre abject died of an unknown cause on ppp), 51 days after receiving Dose 5 (the third dose of BNT162b2). 


The subject died at PPD” AM while sleeping at home. An autopsy was performed, but the results were not provided. 

In the opinion of the investigator, there was no reasonable possibility that the death was related to BNT162b2 or clinical trial procedures. Pfizer concurred 
with the investigator’s causality assessment. Per Pfizer, the event was also not related to concomitant medications. 
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aDRA Preferred Start Date 
(Study Day) 
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Date of First Dose: ppp); Date of Last Dose: ppp) 


AE Related To: 


NOT RELATED/OTHER: 


Prohibited Concomitant Medications ‘ ane 
No Prohibited Concomitant Medications . 0 or 
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Nias 
ox 
oe 
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Nonstudy Vaccines oe ) 
: oN 
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PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 86 of 95 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1101 


090177e19e02d67b\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 87 of 95 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
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Medical History 


Investigator Text MedDRA Preferred Term Start Date Disease Status 
PPD Present 
ppp Past 
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Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 


Completed SCREENING 


The subject died on an unspecified da .O oa. the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 
because of the death. This degth bent occurred outside the protocol-defined postvaccination safety reporting period and, as such, was reported only as an 
update to the subject’s disposition status, but not reported as an adverse event. No additional details will be provided for this event. 
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, received Dose | on 


and Dose 2 on ppp (Day 20). x] 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the ie Ras eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first andes cond doses of BNT162b2 on ppp) 
(Day 105) and ppp) (Day 127), respectively. e xe 
‘ “CO 
The subject died on an unspecified date. On ppp), the site updated the subject dispaition status for the study follow-up phase as “withdrawn” 
because of the death. This death event occurred outside the protocol-defined posivac ination safety reporting period and, as such, was reported only as an 


update to the subject’s disposition status, but not reported as an adverse. a 7 NO} itional details will be provided for this event. 
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The subject was diagnosed with COVID-19 pneumonia on ppp), 71 days after receiving Dose 2, and died of the event ongpj 


receiving Dose 2. <o® 


we 
On ppp) (Day 93), the subject presented to the emergency room with an elevated blood glucose level (valyes|uifavailable) and was subsequently 


hospitalized for type 2 diabetes mellitus Ge had no previous history of the condition). IED underwent furthes, laboratory tests on ppp), including a 
SARS-CoV-2 polymerase chain reaction (PCR) test result, which was positive. Other relevant laborato est reports were unavailable. A SARS-CoV-2 
PCR test result was positive again on ppp), and the diagnosis of COVID-19 illness, was consi d. 


On ppp) (Day 97), the subject died, and the cause of death was reported as COV ID- reuaonie An autopsy was not performed. A medical 


practitioner considered the primary cause of death to be COVID-19 pneumonighvith aged dary cause of type 2 diabetes mellitus. 

. \ 
In the opinion of the investigator, there was no reasonable possibility thatthe covib-is pneumonia was related to the study intervention, concomitant 
s causality assessment. 


, 75 days after 


medications, or clinical trial procedures. Pfizer concurred with the investigdto 
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Unique Subject ID: ppp yyy Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 


with a reported medical history of BREE Bice Ppp). received 
@ 


ye 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject w, Bible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, second a third doses of BNT162b2 on 


(Day 140), ppp) (Day 161), and ppp) (Day 445), respectively. ra vo) 
\O 
The subject died in the hospital due to an unknown cause on ppp), 338 days afier@¥eeiying Dose 5 (the third dose of BNT162b2). 


The information about the subject’s death was reported to the site by ial relatyg the reas Yor the hospital visit, preceding symptoms if any, 
investigations, and treatment were all unknown. An autopsy was not performed. x\O 


In the opinion of the investigator, there was no reasonable possibility that thegeath was related to BNT162b2 or clinical trial procedures. Pfizer concurred 
with the investigator’s causality assessment. \ 
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Compound: PF-07302048; Protocol: C4591001 Page 23 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp | ae S 
SO \ 

a 

oO 
ot 
ao? 
3° 
“\ 


Ethnicity” CdSe 


0 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
& 


ae 
iStudy Vaccination(s) 


C 
oO ‘Vaccination Number Vaccine = =—__—Vacination Date (Study Day) Time of Vaccination 


VACCINATION 1 Placebo 


VACCINATION? [Placebo pppmmms 22) Si 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
Oo 


Study Vaccination(s) 


Vaccination Number [Vaccine [Vareination Date (Study Day) [Time of Vaccination [0° 
VACCINATIONS _[BNTIG2»2 ppm 20) ppp 
VACCINATION4 _[BNTI6262_________ ppp 228) =i) 


sow 
> gvo° 


Adverse Events 


Peps (698) [pps ppp (718) |pppE |?! 
cool al 
| PPD! pPHMNN 652) pppi|i+ | 


PPD (639) | 


Fe _| GENRL = |Multi-organ disorder 
O°}8 —_[INFEC __ [Septic shock 


AW? 
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Compound: PF-07302048; Protocol: C4591001 Page 25 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PRD oo 
Vaccine Group = asaaaaeibie is Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Adverse Events 


Toxicity |Action to 
ome Grade {Subject AE Still Present? AE Related To: 


TC/TCN Resolved INOT RELATED/OTHER: unknown J5. o. 
ST ET 1 STO 
TC/TCN/W Fatal INOT RELATED/OTHER\unknowd 
eB frcrrcnywly [Fatal @ppe) [NOT RELATED/OTHERsiinknoyas fos 
Se frerewrv fy @ppes)INOT RELATEDOWER yg [Fas 
ao NN es EDIOTHE Sins IN 
fe) ee OTE TEROTHER wns fe 
6 __frerren_[y _[Fas! ppm) —_ NOTREBATED/OTHER: vomiting [5 ___ba3___y | 
Fatal NOT RELATED/OTHER: unknown |5 223 
a 


er NOT RELATED/OTHER: unknown |5 


WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; a 
ox 
ot 
go" 
: es 
ef 
Withdrawal/Completion |Reason for K x 
Status Study Phase Date Withdrawal aX’ 


Completed SCREENING 


Completed VACCINATION es ce 
Completed REPEAT SCREENING! pps oO 
O \ 


Completed OPEN LABEL 


” 3x\0 
a) _. 
ww 


TREATMENT 4 
Completed REPEAT SCREENING3 [pppmmymg~ | 
Completed OPEN LABEL PPDs 


TREATMENT Lvs 
Withdrawn FOLLOW-UP “ppp DEATH 
ot ® 
oo? 
xO 


a 50-year-old with a pertinent medical history of 
received Dose | onppp and Dose 2 on 


vas confirmed that the subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


(Day 209), ppp) (Day 228), and ppp 7) (Day 471), respectively. 
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

ow 


Narrative Comment 


1) 
On an unspecified date eee, the subject developed and lost 25 kgs of Ea weight (most recent weight: ae kg; BME: PPD. In ppp, the 


subject was assessed by ~~ gastroenterologist, who requested abdominal and pelvic computed tomography (CT) scans, ayikied 
esophagogastroduodenoscopy, and a video colonoscopy. ‘| et 


On ppp) (Day 635), the abdominal and pelvic CT scans showed gastric and duodenal frame distensiga. he esophagogastroduodenoscopy showed 
multiple linear erosions larger than 5 mm in the middle and lower third of the esophagus, and Grade B eséphagitis was confirmed. The colonoscopy 
showed a multilobulated, friable, and impassable lesion located 50 cm from the anal margin and coldn ancer was suspected. 


On (Day 639), the subject was hospitalized for the suspected colon caniet angguin poor general condition. By COVID-19 test result was 
negative. rp had no family history of cancer. » ° 


: rO 
In ppp’, the subject’s blood test showed hyponatremia and hypoktiia i not provided); an abdominal CT scan showed intestinal occlusion at 
the Treitz angle. A laparoscopic extended left colectomy was performed, ding partial resection of the stomach, partial resection of the duodenum, 
40 cm of jejunum, gastroenteroanastomosis, colonic anastomosis due ¢@splenic angle colon tumor with infiltration of the duodenojejunal loop causing 
intestinal occlusion, and infiltration of the posterior aspect of the ric body with mesenteric lymphadenopathies. 


On ppp ~~, abdominal surgery for excision of the br with end-to-end anastomosis was performed without any complications. The subject was 
stable in the intensive care unit (ICU) and treated wa (drug, dose, and frequency unknown) for pain management. The subject 
remained in the ICU for 5 days, after which xe transferred to the general department. 


A pathology report done on awed moderately differentiated adenocarcinoma. A tumor size of 6 cm in diameter was seen. The lymph nodes 
were positive for metastasis, and tee athologic staging was pT4, pN2, and pMx. 


On (Day 65 ie subject showed positive clinical development and food tolerance; therefore, hi was discharged from the hospital on 
for pain and was advised to clean the surgical wound with white soap and water regularly. Be diet was controlled for 28 days and 
ambulation with @race was advised. 


On , the subject had FPR stitches removed. The subject remained asymptomatic with tolerance to solid food but experienced sporadic vomiting 
sini gery. 


oO {On ppp) (Day 668), a positron emission tomogram indicated hypermetabolic adenopathy and soft tissue nodular formations in multiple anatomical 
locations. 


On , the subject’s oncologist recommended to begin 
(frequency and duration unknown for all), starting the following week. 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


On ppp), the vomiting intensity gradually increased, with associated duodenal stenosis. Ne 
The subject was diagnosed with an intestinal obstruction, multi-organ disorder, and septic shock on ppp), 222 ter receiving the third dose of 


BNT162b2. ON 


On ppp) (Day 693), the subject was hospitalized with dehydration and in poor clinical condition. Tye ube underwent placement of a nasogastric 
tube and was treated with ee aaa pons) (drug, dose, and frequency unknown) e same day (Day 693), the subject developed an 
intestinal obstruction, multi-organ disorder, and septic shock. On ppp), the nasgga@bic tube Was removed as the vomiting subsided. However, i 

developed severe vomiting again; an upper gastric video endoscopy was performe ch da 3 cm friable mamelonized area that was biopsied with 
no significant findings. ev ® 


O° \O 
The subject was diagnosed with a Douglas cul-de-sac abscess on ppmmeiiea. aaRiays after receiving the third dose of BNT162b2. 
@) 


A K108 catheter could not be placed endoscopically, thus decompressiye'gastrostomy, jejunostomy, and drainage of the Douglas abscess were performed. 
The subject’s multi-organ dysfunction secondary to septic shock Ray ed ; and FFP condition deteriorated. 
\ 


The subject died in the hospital due to dehydration, septic sho&k, multi-organ disorder, and advanced colon cancer on ppp), 247 days after receiving 
the third dose of BNT162b2. An autopsy was not perforifted. 


In the opinion of the investigator, there was n r@Sonable possibility that the adenocarcinoma of the colon, Douglas abscess, intestinal obstruction, 
multi-organ disorder, and septic shock worst lated to BNT162b2 or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


aN) Date Collected 
Height Weight BMI 6 (Study Day) 
kg yim 


ppp ke pp Ko/m2 


MedDRA Preferred Term Start Date Disease Status 
ppp [Present 


pppmy [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 30 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPDU oO 
(a5 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) one’ 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? y 
x\O 
SSS SS SS SS SSS SSS SSS SSS SSS SSS SSS SSS S SSS SSS SSS SSS SSS SSS S SSS SS SS SS SS SS SSS SSS SSS SS SS SS SS SS SSS SSS SS SSS SSSI 
a 


Study Vaccination(s) S of 
Pray 

‘Vaccination Number Vaccine = =———Ss| Vaccination Date (Study Day) Time of Vaccination +” 

VACCINATION 1 Placebo ppp) ppp 


VACCINATION? [Placebo ppp 2) 
VACCINATIONS [BNTION62 —T 
VACCINATION [BNTI6362 — a 


AO \C 


Adverse Events 
MedDRA |MedDRA Preferred 


lee 


Ky \S) 


ASAE |AE Still Present? 
on 
j1eko* 
{TC/TCN|N _ [Resolved (ppp) [NOT RELATED/OTHER: When doing physical activity. 


- WV 
—~G 
oN =) 
A \\ 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane - 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
SoSsssss nasa sse sss esas a assess as ess Sass S SSS SSS SSS SSeS SSS SSS SS SSS SSS SSS SS SSS SSS SSS SSS SSS =a4 : 

yor 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


, a60-year-old ppp) with a pertinent medical history of 
, received Dose 1 on ppp) and Dose 2 on ppp) (Day 22). 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp) 
(Day 187) and ppp) (Day 207), respectively. @ 


elt 
Concomitant medication received within 2 weeks prior to the onset of the cardiac arrest if cB 


The subject experienced a nontraumatic cardiac arrest on ppp, 88 days, g{eP rece Dose 4 (second dose of BNT162b2), and died on the same 
day. no : 3 
The subject’s mp found PPD dead on bed and notified the site. Per fie death Certificate, the causes of death were cardiac arrest, congestive heart failure, 


and chronic obstructive pulmonary disease (COPD). The site questioned'the subject’s medical history, but the Ba denied a previous history of congestive 


heart failure and COPD. No additional information was Drevicad@e autopsy was not performed. 
19 


In the opinion of the investigator, there was no reasonable WSibility that the cardiac arrest was related to BNT162b2, concomitant medications, or clinical 
trial procedures. Pfizer concurred with the investigator‘$ Causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) 
pos Si (tst*éiésiC(‘;$SSC“‘(‘SNSCSCéiézC 


AO Mo x\0 
[Vital Signs - Baseline ie RS | 
Height Weight BMI 0 (Study Day) 
eT 


Medical History EN xO 
No Medical History yr 
&@ 


5 ; 
‘Vaccination Number Vaccine = =——=SY Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 __[BNT16262 —)> = | 


VACCINATION? [BNT16262 rr 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ow? 
Se SS \ 
Se ron 
\o 
. 
vat 


Adverse Events 
IMedDRA |MedDRA Preferred 


Start Date 
(Study Day) 
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group si asians BNT162b2 Phase 2/3 (30 pg) woe 


Withdrawal/Completion |Reason for 
aa Study Phase —_ aa | 


SCREENING 
Compieed___]VACCINATION ——— rc 
a 


Narrative Comment S 
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Compound: PF-07302048; Protocol: C4591001 Page 36 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


a 
a 
Bop [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ss Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Study Vaccination(s) 


S 
‘Vaccination Number Vaccine = =——Ss| Vaccination Date (Study Day) Time of Vaccination Lo" 
VACCINATION 1 BNT162b2 ps) 


VACCINATION? —__JBNTIGD60 — a — ea 
<tas 
oe 
x0 


Adverse Events 


MedDRA |MedDRA Preferred 
Number |SOC Term 


t= [NEOPL [Glioblastoma 
VASC Hypertensive emergency 


= 


Stop Date Ss Duration 
(Study Day) Time |(Days) |Grade 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 


INonstudy Vaccines 
INo Nonstudy Vaccines 


Completed SCREENING) pps TS 
Compiled VACCINATION | 


, a 60-year-old with a pertinent medical history of 


, and a family history of ey | (PPD , date unknown), received Dose 1 on ppp) and Dose 2 


on ppp (Day 21). 


The subject experienced symptoms consistent with glioblastoma on ppp), 198 days after receiving Dose 2, and died of the event on ppp 7), 
300 days after receiving Dose 2. 
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0S" BEDI the subject felt well and was discharged on BEDI NNN. The 


Compound: PF-07302048; Protocol: C4591001 Page 39 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) r ) 
Se x\' 

ow 


Narrative Comment ; 

On ppp) (Day 219), the subject developed dysarthria, headache, mental confusion, and seizures. The subject was haspitalized due to a moderate- 
intensity right hemicranial headache secondary to dysarthria. Additionally, al showed a left brachiocrural paresis wit wotSening of the sensorium with 
gaze deviation to the right and tonic-clonic movements. HED Glasgow coma score was 8/15, and" required orotrashe intubation with mechanical 
respiratory support. On the same day (Day 219), a COVID-19 test result was negative. The subject’s vital sign¥included blood pressure of 110/70 mmHg, 
heart rate of 98 beats/min, respiratory rate of 16 breaths/min, temperature of 35.6°C, and oxygen satura iopof 98%. A computed tomography (CT) scan of 
the brain was performed, and the result was unknown. Laboratory tests upon admission (due unknoyen) included creatinine of 1.26, urea of 0.52, potassium 
of 3.4, hematocrit of 32.7, hemoglobin of 10.4, pH of 7.44, partial carbon dioxide fae parigh@dgen of 127, bicarbonate of 21.1, blood oxygen saturation 
of 99, and lactic acid of 10 (units and normal ranges not provided). Qe 


er ia 
On ppp, the subject required an PPD angus admitted to the intensive care unit (ICU). 


‘\ 
On ppp) (Day 222), a chest CT scan showed parenchymal infiltrates With an air bronchogram located in both inferior lobe fields, indicating an 


infectious process, and was diagnosed with aspiration pneumonia. A brain CT scan showed lateral ventricles in normal position with reduced size and 
mucus thickening in the paranasal sinuses without signs of bleediag? The subject was treated vi iii (from ppp | to ppp) 
and (until ppp) for suspected viral meninyifis: Cerebrospinal fluid from a lumbar puncture showed normal results, thus ruling out viral 
meningitis. The subject was successfully extubated on On ppp) (Day 226), the aspiration pneumonia due to encephalopathy was 
considered resolved. XN 


On ppp) (Day 232), the subject w. stored to the general department for close monitoring and treatment. A brain CT scan on ppp) 
remained consistent with the previous; Ort generated on ppp) (Day 222). An electroencephalogram showed adequate organization without 
alterations. The subject was in goed condition, globally oriented, responded to simple and complex orders without cranial nerve involvement, showed no 
motor focus, sensory focussing irritation, cerebellar or extrapyramidal alteration, and had a preserved gait. 


The subject was treateeF with glucose test 
with no corre ns; 


supRe : 


(dose, frequency, and route not specified), along with mechanical respiratory 


discharge diagnosis was encephalopathy under study. 


On ppp), an enhanced brain magnetic resonance imaging (MRI) showed 2 contiguous nodular images with intense restrictions in the diffusion 


series, peripheral contrast enhancement, and perilesional vasogenic edema in the left precentral gyrus. The sphenoidal sinusopathy was indicated by 
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Narrative Comment 
cephalic one (10 mm in diameter) and caudal one (12 mm in diameter). The subject was diagnosed with a primary or secondaty brain lesion, with a 
differential diagnosis of early abscess. ot 


On ppp), the subject suffered a bradylalia and mild right brachiocrural paresis and was brought to the hospital. A brain CT scan was performed, and 
the result was unknown. However, the neurosurgeon confirmed that one of the lesions had increased in siz d would need to be treated surgically. The 
subject was hospitalized and treated with on 


aX 
On ppp, the subject suffered 2 episodes of involuntary facial movements las Tess eee minutes and worsening of right brachiocrural paresis, 
with difficulty in speech. ae 


On ppp, the subject was hospitalized after experiencing prosrgselve sensgtitin deterioration over 24 hours associated with increased weakness in 
the right hemi-body and aphasia. Ba showed no response to simple comma dno motor response. The subject’s neurological examination showed 
somnolence, disorientation in time, space, and person, and mixed aphasiawith a predominance of expression. mb obeyed simple commands with difficulty. 


Upon request, the subject could open” ~ eyes and showed isochori fid reactive pupils. The subject had right faciobrachiocrural hemiparesis with 
ed 


brachiocrural predominance and right brachiocrural hemip gtae a without any cerebellar or meningeal signs. On the same day, a new brain CT scan 
showed a voluminous left frontoparietal space-occupy1 nike with abundant perilesional edema that produced a mass effect and deviated the midline by 
about 10 mm to the right, collapsing the left lateral cle and permeable basal cisterns without signs of intra or extra-axial bleeding. ea condition 
improved, and" was transferred to the general @epartment Ort 2 therapy. 


On ppp, during a neurosurgicahevaluation, the subject responded to simple commands, could pronounce a age, and had fully recovered left 
lhemi-body mobility with the pers istéAce of moderate right brachiocrural paresis. The specialist recommended decreasing the frequency of aa 


On ppp an MR of the brain with spectroscopy showed a lesion compatible with glioblastoma; the left parietal level expansive formation had 
increased in siz associated with significant perilesional vasogenic edema, causing the lateral ventricle to collapse partially, and areas of hemorrhagic 
lpetechiae ote redominant with peripheral contrast enhancement and areas of central necrosis. The lesion measured 3.8x3.1 cm. The midline deviated to 
the ri i mm, and" was diagnosed with glioblastoma. 


OS Sa. a left frontoparietal craniotomy with tumor excision was performed, and a biopsy confirmed the diagnosis of Grade IV glioblastoma. 


On ppp, a pathology report showed a 1.4 x 1 cm irregular friable fragment in the brain (when forceps came in contact, it crumbled), greyish 
hemorrhagic areas, and several 0.5 to | cm brownish fragments. The frozen sections showed poorly differentiated atypical neoproliferation fragments and 
foci of abscessation were observed; anisokaryosis cells with hyperchromatic nuclei indicated a malignancy. 
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was gradually weaned off on ppp. oo 


ay — oe ee a, , Rook 
, a brain biopsy showed positive immunolabeling with the following antibodies: clone V9, gliofibrijagacid protein (clone GAS); and P-53 
(DO7) was 60% positive. KI-67 (clone MIB19: positive 15%, coctel) and cytocheratin (clone AE1/AE3) it egative. a was diagnosed with an 
immunophenotypic profile corresponding to glioblastoma. ow 


On ppp, the subject developed 3 episodes of involuntary facial movements that lasted less,ifah's minutes and suffered a headache. pa was 
brought to the emergency room (ER), where a remained for 7 hours. A brain CT s hrowed Getebral edema, and the subject was treated with PPD — 
was discharged from the hospital on hevsame day. 


On ppp, the subject’s neurological status deteriorated during ai logyxisit. On Ppp. the subject suffered a severe headache and was 


admitted to the ER for observation. On ppp, at ppp am, the s jeu ered incoercible vomiting and underwent a 7-hour emergency brain 


surgery for a suspected herniated brain due to increased intracranial Prey . After surgery, the subject was returned to the ER on mechanical ventilation. 


On ppp, the subject was transferred to the ICU. The subject's blood and intracranial pressure were stable, and" continued to be on ventilatory 
support. On ppp) (Day 321), the subject died at Per the death certificate, the reported causes of death were cardiac arrest, spontaneous 
intraparenchymal hematoma, and recurrent glioblastoma)~An autopsy was not performed. 


In the opinion of the investigator, there was n r@Sonable possibility that the glioblastoma was related to the study intervention or clinical trial procedures. 
Pfizer concurred with the investigator’s cayset ity assessment. 
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K24 


AgeatEnroliment (Years) [Race Bthniity Sex 


Vital Signs - Baseline oe 


Date Collected 
(Study Day) 


MedDRA Preferred Term Start Date Disease Status 
Pep Presem 


Study Vaccination(s) 
‘Vaccination Number Vaccine = =——=s| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION | ___[BNT162b2 a) oa 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1152 


090177e19e02d67d\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 43 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


: Ae) 
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A > Related To: 


INonstudy Vaccines 
No Nonstudy Vaccines 
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Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase —_ aa od 


SCREENING 


Withdrawn (FOLLOW-UP 
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Date Collected 
(Study Day) 


— 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——=s| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION |___[BNT162b2 a) oe 
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Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp 9) Rave e 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 2 BNT162b2 ppm 3) 
THIRD DOSE BNT162b2 |BNT162b2 ppp (450) 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


CARD Cardiac arrest 


Adverse Events a2 


j whl ss sur Present? AE Related To: 


Fatal @ppil) [NOT RELATED/OTHER: unknown B 9s 


Prohibited Concomitant Medications 


fo Prohibited Concomitant Medications 
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INonstudy Vaccines 1@) 


Investigator Text WHO Drug Preferred Term Start Date’ 


— | 


Study Phase es « Date 
O 


SCREENING papa 
VACCINGGON apres 
REPEAT SCREENING? ppp 
TREATMENT 

— | 


ROLLOW-UP 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 


Subject ppp, a 70-year-old ppp) with a pertinent medical history of 
received Dose 1 on ppp), Dose 2 on ppp) (Day 23), and Dose 3 on ppp) (Day 450). 


Concomitant medication received within 2 weeks prior to the onset of the cardiac arrest included 


The subject suffered a cardiac arrest on ppp), 294 days after receiving Dose 3, and died on the sa 


The subject’s a found PPD dead at home. The information about the subject’s death was teporteskthe site by aa. who denied a history of EP) 
or a family history of cardiovascular disease. The reported cause of death asecardi Nearest. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that a arrest was related to the study intervention, concomitant medications, 


or clinical trial procedures. Pfizer concurred with the investigator’s causalit ‘sm 
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Vital Signs - Baseline : 


——— 
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Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


‘Vaccination Number Vaccine = =——s&| Vaccination Date (Study Day) 
VACCINATION 1 Placeto CDC“ t;®CSCSCSCidz 
VACCINATION 2 Placebo Cd PD )—“‘;isté‘C:sCsCidC 


}ited Concomitant Medications 


Prohibited Concomitant Medications 
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Unique Subject ID: ppppyilllllllllliiitil’s Country: PPD 
Vaccine Group soa pampered) Placebo woe 


INonstudy Vaccines S of 
INo Nonstudy Vaccines ac 


Comma Rea for 
Status Study Phase Date Fe wy a 


SCREENING 
Ream [VACCINATION —$ ee 
Withdrawn [FOLLOW-UP pepe [DEATH 


Narrative Comment 


, received Dose | on 
and Dose 2 on 


Concomitant ee within 2 weeks prior to the onset of the hemorrhagic stroke included PRD 


of 
The Grae diagnosed with a hemorrhagic stroke on ppp), 14 days after receiving Dose 2, and died of the event on ppp), 15 days after 


receiv ‘ose 2. On ppp) (Day 34), the subject contacted the medical team complaining of a severe headache and incoercible vomiting, and PRD 

a to call the emergency system. On ppp 7) (Day 35) at dawn, is arrived at the emergency room unconscious (unknown Glasgow coma 
ore) with nonreactive intermediate pupils. The subject was admitted to the intensive care unit, requiring invasive mechanical ventilation and inotropic 

support (unknown drugs and doses). A computed tomography scan of the brain showed subarachnoid hemorrhage, intraventricular hemorrhage, and right 


cerebral hemisphere hematoma (Fisher Scale 4). A brain angiography showed cerebral circulatory arrest, and therefore the location of the aneurysm could 
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Unique Subject ID: ppp Country:PPP oo 
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not be established. A SARS-CoV-2 swab polymerase chain reaction test result was negative. The subject did not respond to lifes pport measures and died 
of disease progression and hemorrhagic stroke on the same day (Day 35). It was not reported if an autopsy was performede\* 


In the opinion of the investigator, there was no reasonable possibility that the hemorrhagic stroke was related to t tidy intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per Paizer, the event was most likely related to the 
subject’s underlying uncontrolled pee ow 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Yo 


Date of Birth [Age at Enrollment (Years) Ee 
i 


Ba Present 
Eom Present 
Bu [Present 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 


VACCINATION 3 IBNT162b2 
VACCINATION 4 IBNT162b2 


Adverse Events 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1164 


090177e19e02d67d\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 55 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
SaSsssssnssas sass saa esas a sass a ase sss Sessa S SSS SSS SSS SSS SSS SS SSS SSeS SSS SSS SSS SSS SSS ssSS=a3) : 

yor 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 
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Unique Subject ID: ppp Country:PPD oo 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
of 


Narrative Comment 1@) 


Subject ppp 4, a 70-year-old ppp) with a pertinent medical history of , 
), received Dose 1 on ppp) and Dose 2 on ppp) (Day 22). xe 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp) 


(Day 165) and ppp) (Day 197), respectively. @ 


Xe\e 
Concomitant medications received within 2 weeks prior to the onset of the pulmonary su@hidoenPelism included i 
: ave 


yor 
The subject was diagnosed with pulmonary thromboembolism on BPDNEREE: 2108 after receiving Dose 4 (second dose of BNT162b2), and died of the 
b2 


event on ppp), 217 days after receiving the second dose of BN 2? 

On PPD), the subject [in . On 5a (Day 412), the subject experienced functional class III-IV dyspnea and 
pulmonary thromboembolism. On ppp (Day 414), the dyspne worsened, and filkcequested medical assistance from Eee al . At the 
time an ambulance arrived, ad was in cardiac arrest. Cardi onary resuscitation and orotracheal intubation were performed, and was transferred to 
a hospital. The subject died on the same day \$ An autopsy was performed, and the cause of death was verbally reported as pulmonary 
thromboembolism (an autopsy report was not provide ). It was unknown if a COVID-19 test was done. 


@ 
oom: possibility that the pulmonary thromboembolism was related to BNT162b2, concomitant 
1Z 


er concurred with the investigator’s causality assessment. 


In the opinion of the investigator, there w: 
medications, or clinical trial proceduresO 
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Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rave e 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 BNT162b2 piso | 
VACCINATION? __[BNT16202 "Te 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


Cardio-respiratory arrest 


Adverse Events 


yuu @ 


a Present? |AE Related To: 


Fatal (ppp!) [NOT RELATED/OTHER: unknown 


Prohibited Concomitant Medications 
0 Prohibited Concomitant Medications 
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oe transferred to the hospital and died from the cardiorespiratory arrest. An autopsy was not performed. 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


INonstudy Vaccines oe of 
No Nonstudy Vaccines \0 
oS 


Subject Summary 


& 


O 
ed _a00 
Withdrawal/Completiono|Reason\ifo 
Ta 
Q 


Completed 


Completed VACCINATION Ppl Od 


Narrative Comment 
Subject | , 6l)syear-old with a pertinent medical history of 


, received Dose 1 on ppp and Dose 2 on ppp) (Day 20). 


5Q 
Concomitant medicatio1 s€ceived within 2 weeks prior to the onset of the cardiorespiratory arrest included 


5 : 
The subject;perienced cardiorespiratory arrest on ppp) |, 363 days after receiving Dose 2, and died on the same day. 


Cupp (Day 383), the subjectPPD Subsequently, the subject’s PPD was informed that PPD) had suffered 


( lorespiratory arrest. The subject received a pre-hospital cardiopulmonary resuscitation maneuver, which was unsuccessful. The subject was not 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: pips Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
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(6rvention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the evyeat\was related to the acute 
myocardial infarction associated with the subject’s underlying contributory factors, including 
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Compound: PF-07302048; Protocol: C4591001 Page 61 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp); Country: 
Vaccine Group ie Suna abag BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of Birth [Age at Enrollment (Years) Ee 
—=—i—i‘(i‘i‘<iléié‘alil?l?COUUU0U0U0UUU0| 6 6 


Medical History 


pp resem | 
SpE [Pree | 
—— 
pepe resem | 
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Compound: PF-07302048; Protocol: C4591001 Page 62 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vaccination Number [Vaccine [Vareination Date (Study Day) [Time of Vaccination —__[0°° 
VACCINATION| _[BNTIG2»2 =i) 
VACCINATION? _[BNTI6260________ ppp @2)_—SS—Si 


eo go 


Adverse Events 
IMedDRA |MedDRA Preferred 


1 CARD Aortic valve 
incompetence 
2 [HEPAT 


3 GASTR 


Investigator Text 


ONGOING 
ee ee 


ppp 674) ppp? 


Tricuspid valve (582) 1 
incompetence 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 115 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp | An? 


Resolved (ppp) NOT RELATED/OTHER: unknown [3 
IN _|N__ [Resolved (SpE) [NOT RELATED/OTHER: upkiown | 
HIN. |N___ [Resolved (ppp) |NOT RELATED/OTHER“t 
ae 


AE Related To: 


Prohibited Concomitant Medications ~© = 
Investigator Text re oY WHO Drug Preferred Term Start Date _ {End Date Route 


| ONGOING 
| ONGOING 


. onstudy Vaccines 


Investigator Text WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group ae asians BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Subject Summary 


Withdrawal/Goin To = Reason for 
Status Study Phase Date pate ——— 


Completed SCREENING 
Completed VACCINATION a 
Completed REPEAT SCREENING 3 gpm SSCS 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
ox 
Narrative Comment 7 1@) 
Subject a275-year-old ith a pertinent medical history of 
, received Dose | on ppp), Dose 2 on WeWay 22), and Dose 3 on 
(Day 446). &@ 


Concomitant medication received within 2 weeks prior to the onset of the pneumonia included 


The subject was diagnosed with pneumonia on ppp, 217 days after receiving Do and deer e event on ppp, 228 days after receiving 
Dose 3. & 3c 


o> \\ 
On Day 447), the subject was diagnosed with mucinous carcino Phe righVreast, which was treated with protocol-prohibited 
medications : et with ya oncologist on ppp) and had 
scheduled for However, on (D ), ae complained of dyspnea (functional class unknown). On 


went to the emergency room, and was subsequently admicted to the general ward due to a diagnosis of bilateral pneumonia. 


On ppp) and ppp), during hospitalization, 2 covine Fests were performed, and the results were negative. On ppp 7, ad was 
transferred to an intensive care unit due to persisting dyspnea.cLaboratory tests performed on Ppp.) showed heart rate of 67 beats/min, respiratory 
rate of 14 breaths/min, blood pressure of 80/40 mmHg. xygen saturation of 95% on room air. On ppp) (Day 674), the subject died. The cause 
of death was pneumonia. An autopsy was not perfaxn d. 


In the opinion of the investigator, there wasqi0-reasonable possibility that the pneumonia was related to the study intervention, concomitant medications, or 
clinical trial procedures. Pfizer conc ith the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 66 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


Pps) 


MedDRA Preferred Term Start Date Disease Status 
PPD [Present | 


EDN —Presenn | 
—— 
pep Presee ‘| 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1176 


090177e19e02d67d\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 67 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp ) Ane 
<\ 
RK) 
ot 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—s& Vaccination Date (Study Day) Time of Vaccination © | 
VACCINATION 1____[BNT16202 rs 


VACCINATION 2 IBNT162b2 


> 
Adverse Events RS oa 


AE IMedDRA |MedDRA Preferred soc [siart Date Start |Stop Date Stop |Duration |Toxicity 
(Number |SOC Term Investigator Text wy (Study Day) Time Time |(Days) |Grade 


(Study Day) 
1 INEOPL _ |Gastric cancer (461) | 


2 GASTR _ |Gastric ulcer 

3 GASTR _ |Gastrooesophageal 
reflux disease - nO) 

4 |GASTR__ [Intestinal obstruetior 


5 RENAL [origurig.d 
ae 6 ts 
Adverse Events v 


oo 
j SAE JAE Still Present? AE Related To: 


Hs {TC/TCN [Y ___|Fatal (ppp) —_ [NOT RELATED/OTHER: unknown 
Resolved (ppp) [NOT RELATED/OTHER: unknown 
Resolved (ppp) [NOT RELATED/OTHER: chronic antral ulcer 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Dre AE = — Present? 


AE Related To: 


Page 68 of 115 
Relative 
Prier Day From 
Vaccination |Prior Narrative 


INumber Vaccination |Event 


4 —_sTC/TCN/WIy___ [Fatal @ppe) _ NOT RELATED/OTHER: Signet ring cell gastric = 


Ss IEC/TCN/WIY __ [Fatal @pH ) [NOT RELATED/OTHER: unknown, 


Prohibited Concomitant Medications 


Investigator Text WHO Drug Preferred Term 


PPD 


p97 y | 


End Date Route 


pep ppp PPP | 
IPPD. IPPD 
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Compound: PF-07302048; Protocol: C4591001 Page 69 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group ve asraasaciahis BNT162b2 Phase 2/3 (30 pg) woe 


Prohibited Concomitant Medications 


Investigator Text WHO Drug Preferred Term 


9° 
INonstudy Vaccines cpe 
ge 
we 


Withdrawal/Completion |Reason for 
Study Phase —— ——— 


SCREENING 
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Compound: PF-07302048; Protocol: C4591001 Page 70 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Es Country:PPP em 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) we 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 
Completed VACCINATION — 


Withdrawn FOLLOW-UP 


Narrative Comment 


, and laparoscopic 
), received Dose | on an Dose 2 on ppp) 7) (Day 20). 
Concomitant medications received within 2 weeks prior to {HeOnset of the gastric cancer, intestinal obstruction, and oliguria included PPD 


The subject was diagnosed with gastric cancexor” , 135 days after receiving Dose 2, and with intestinal obstruction and oliguria on ppp 7), 
396 days after receiving Dose 2. The subipet died of the gastric cancer, intestinal obstruction, and oliguria on ppp), 441 days after receiving Dose 2. 


On an unspecified date, the subjeatreported chronic symptoms of , characterized by pyrosis and nausea. The symptoms worsened in and 
was treated with . On ppp 7) (Day 35), aa gastroenterologist changed the 


o€ 
On SER Ory 155), an upper digestive video endoscopy showed a polyp in the upper portion of the stomach (ectomized), a chronic ulcer in the 
anterior walbor gastric body, an elevated lesion in the antrum, and multiple biopsies were taken. On ppp, the pathology report described the 
following: macroscopy of the antrum: white irregular fragment measuring 0.3 cm; of the body: white irregular fragments measuring a total of 0.80.3 cm; 
aco the roof polyp: white irregular fragment measuring 0.3 cm. Microscopy of the antral gastric mucosa showed areas of ulceration, chorion with 
congestive capillaries, moderate inflammatory infiltrate of plasmocytes, and isolated signet ring cells; with presence of fibrinoleukocytic material in the 
specimen; microscopy of the antral and corpofundic gastric mucosa showed infiltration of signet ring cells in the chorion; and microscopy of the antral 
gastric mucosa showed congestive vessels. Based on the pathology results, BB was diagnosed with Signet ring cell gastric carcinoma and was referred to 
an oncologist. 
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Compound: PF-07302048; Protocol: C4591001 Page 71 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


On ppp, the subject’s abdominal and pelvic magnetic resonance imaging scan showed an image suggestive of a smal|hiatal hernia; cortical cyst of 
5 mm in the upper pole of the left kidney; cortical notches of sequelae appearance in the right kidney; diffuse thickening obthe gastric folds; moderate 
amount of free abdominopelvic fluid, diverticulosis in the sigmoid colon with no signs of current complication; and iple uterine myomas. In the left 
adnexal region, there was an ovoid image of 23x16 mm, with clear borders and hyperintense signal in T1, wate st-contrast enhancement or restriction 
in diffusion sequence, suggestive of a cyst with high protein/hemorrhagic content. ow 


On ppp), a COVID-19 test result was negative. Xo) 


> 1) 
& .cB 
On ppp, the subject underwent laboratory tests, which showed an unrem fe bea am, hepatogram, and urinalysis. The subject’s hemogram 
showed the following results: urea of 37 mg/dL (normal range [NR]: 13-43 meal cr title of 0.61 mg/dL (NR: 0.5-0.9 mg/dL), non—high-density 
lipoprotein cholesterol of 142 mg/dL (NR: <130 mg/dL), low-density li pein gfbestero of 125 mg/dL (NR: <100 mg/dL), total protein of 6.3 g/dL 
(NR: 6.4-8.3 g/dL), carcinoembryonic antigen of 1.8 ng/mL (NR: <5 ng L ohydrate antigen (CA) 19-9 of 27.7 IU/mL (NR: <34 IU/mL), and CA 125 


of 283 IU/mL (NR: <35 IU/mL). On ppp), computed peal ag T) scans of the chest, abdomen, and pelvis showed the following results: mild 
bilateral pleural effusion with dense bibasal bands in the chest, an 0 rly 


delimited gastric lesion, with loss of parietal stratification of the gastric fundus 
and body. Additionally, impressed extramural extension towards\the gastrohepatic ligament, some areas of cortical thinning in the right kidney, discretely 
irregular lipoma in the proximal region of the right thigh mmm), epiploic adipose rarefaction suggestive of peritoneal carcinomatosis in epigastrium and 
left hypochondrium, some areas of lamellar peritoneal thickening, more evident in the fundus of the pouch of Douglas, and abundant ascitic fluid were also 
noted. The subject’s diagnosis was gastric lesio ‘th signs of peritoneal carcinomatosis and abundant ascitic fluid associated with mild bilateral pleural 
effusion. 9% 


On ppp) (Day 208), an {pPoradonygtns (FDG) positron emission tomography/computed tomography (PET/CT) whole body scan showed 
thickening of gastric folds, with screte increase in metabolic activity and maximum standardized uptake value (SUV) 2.8 at the level of the antrum. 
Tomographic findings of the neck revealed the thyroid gland with heterogeneous density, and tomographic findings of the chest showed bilateral pleural 
effusion and pleuropar chymal tracts in pulmonary vertices were noted. There was laminar atelectasis in the middle lobe, lingula, and inferior lobes. The 
tomographic ndings of the abdomen and pelvis showed cortical notches in the right kidney, and a lipoma was noted in the proximal region of the right 
lower limt,Overall impression of thickening of gastric folds with discrete metabolic activity was seen. Additionally, ascites associated with focal 
peritorieal images of metastases were seen. There was no pathological accumulation of FDG in the left adnexal image; however, this did not exclude 
astases. Eee gynecologist requested a follow-up with images without specific treatment regarding the uterine myoma and left ovarian cyst. 


a COVID-19 test result was negative. On 


also underwent ascitic fluid drainage of approximately 2.5 L 
, and continued to exhibit nausea and pyrosis, exacerbated 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) es S 
Se x\ 

ow 


Narrative Comment 


Between ppp) and ppp, a underwent 5 more | cycles. Due to persistent nayse@ and pyrosis, 
“ 
xe 


was discontinued. 


(An FDG PET/CT whole body scan on ppp) showed metabolic findings of persistent thickening of the gastri oe without significant changes in 
their metabolic activity: maximum SUV 2.9 at the level of the antrum. The volume of free fluid in the abdominépelvic cavity had decreased. There was 
also a clear decrease in the extent of peritoneal focal images secondary aspect, as well as the lesion docyntented in the left adnexal region. Tomographic 
findings of neck were unremarkable. The volume of pleural effusion was noted to have slightly inofeas d; bilateral breast prostheses were seen. In the 
i gAcstsolumbar spondylosis. A PET/CT scan showed a clear 
t 


1 


abdomen, there was increased density of the thoracoabdominal subcutaneous ape ee 
decrease in the extent of peritoneal focal images and no significant changes in thethe ab 


was asymptomatic as of ppp). @ & os 


On ppp ~~, the subject underwent an abdominal ultrasound, which sh aPfee fluid in the abdominal cavity. Transvaginal gynecological US showed 
the uterus with heterogeneous myometrial ultrastructure due to the pres S@-Of intramural myomas, ventral 12 mm, and dorsal 16.7 mm (with fatty 
degeneration), ascites with particulate fluid in the fundus of the p whe Douglas. On ppp), a CT scan of the abdomen and pelvis showed 
persistent discrete thickening of gastric folds and increased fest in the abdominopelvic cavity, discrete diffuse thickening of the walls of the transverse 
and ascending colon, cortical cyst in the upper pole of t ele kidney, and uterus with myomatous aspect. 


ivity; the subject did not need another cycle of 


A new cycle of 
was asymptomatic. Onppp = andppp FFP received the first cycles of 


On ppp __, after coe ving , therapeutic ascitic fluid drainage (approximately 1.5 L) was performed for symptomatic 
relief. On ppp) and PD the subject received the third and fourth cycle of and on ppp), a underwent further 
therapeutic ascitic fluid drainage f approximately 2.75 L to improve abdominal distention. 


On ppp, th eet was hospitalized for placement of a Tenckhoff catheter to facilitate drainage of ascitic fluid. The procedure was performed on 
witheut Complications. On ppp) (Day 416), the subject presented with oliguria. The same day, nad was diagnosed with intestinal 
subocclusionx possibly secondary to gastric carcinoma, in the context of vomiting and oliguria. A bladder catheter was placed, and PED was prescribed 
(dose, frequency, and duration unknown) with the improvement of diuresis. Later, the subject presented again with deterioration of diuresis. 
é\Stibject remained hospitalized in the general medicine department (reported verbally by the subject, details not provided). No COVID-19 test was 
(performed during the hospitalization. The subject was discharged on ppp). The subject underwent placement of a nasogastric tube and received 
was hemodynamically stable and afebrile, with a slightly distended abdomen and spontaneous diuresis 
. Home palliative care was decided due to 
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Compound: PF-07302048; Protocol: C4591001 Page 73 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 


-B reported ‘feeling down’ and remaipie® i bed most of the day; 
oliguria and intestinal subocclusion continued. < 


+ 
On , the subject was hospitalized again due to worsening of ey general condition. The subject exhibi Tharked asthenia and significant 
weight loss. was evaluated by the palliative care and oncology departments and was informed of the pogi short-term prognosis; it was decided not to 


perform invasive procedures. pep was placed in end-of-life care. The subject died in the hospital on (Day 461). An autopsy was not 


performed. ew ao 
In the opinion of the investigator, there was no reasonable possibility that the east hon iQ stinal obstruction, and oliguria were related to the study 
intervention, concomitant medications, or clinical trial procedures. Pfizer coneirted wath th i 


investigator’s causality assessment. 
aO* 
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Compound: PF-07302048; Protocol: C4591001 Page 74 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


, XO 


Investigator Text co _——————SSSSS—*«~ie DRA Prefered Term [Star Date 
a oa 
DE Pree ‘| 
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Compound: PF-07302048; Protocol: C4591001 Page 75 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Study Vaccination(s) 


Adverse Events 


3 INFEC _ |Septic shock oe 
a 


Ya 


—-- 
SAE JAE Still Present? AE Related To: 


2s frcvrcN/W]{y __|Fatal (@ppemy) —_ [NOT RELATED/OTHER: unknown 
3 [EC/TCN/W[Y __|Fatal (@pp) [NOT RELATED/OTHER: Jejuno-ileal mesenteric ischemia 
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Compound: PF-07302048; Protocol: C4591001 Page 76 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane = 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 


+ 
Prohibited Concomitant Medications ek 


‘J 
[No Prohibited Concomitant Medications | rN ow! 
oe 
e\ 
ow) x\O ; 
a& «cB 
oe? on 
——— Yr a 
Nonstudy Vaccines no xy Oo 
s ot os 
No Nonstudy Vaccines e 7 \o? 


Completed _dekccivaTION — 
Completed _\ @ ~ |REPEATSCREENING | [ppp sd 


a0”. [OPEN LABEL 


“\ 


TREATMENT 


FOLLOW-UP bpp ————=(DEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 77 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) - ow? 

N 


Narrative Comment 


Subject , 2 60-year-old with a pertinent medical history of 
, received Dose 1 on ppp apd Suse 2 on ppp) (Day 50). 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject wid Uligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 
(Day 162) and ppp) (Day 183), respectively. es “yo 
Concomitant medications received within 2 weeks prior to the onset of the intestinal ischemia dept shock included PRD 
; Qe 


fe) 
eng 


, 151 days after receiving the second dose of BNT162b2. The s 
receiving the second dose of BNT162b2. aor 


On ppp) (Day 333), at ppp”. the subject experienced abdofitival pain, diarrhea, and vomiting (further details unknown). On (Day 334), 


The subject was diagnosed with intestinal ischemia on ppp), 150 AO? ae aktiving Dose 4 (the second dose of BNT162b2), and septic shock on 


died of intestinal ischemia and septic shock on ppp), 153 days after 


the subject presented bloody depositions and worsening ab inal pain. At ppp’. ia received home medical assistance and was prescribed 
. At ppp), the subject wa itted to the intensive care unit (ICU) for abdominal pain associated with vomiting and 
Ihematochezia. Physical examination showed m erial pressure <40 mmHg, generalized lividity with poor peripheral perfusion, respiratory rate of 
AO breaths/min, oxygen saturation on room aifof 94%, and diffuse tenderness and rigidity of the abdomen. was suspected to be in septic shock with an 
abdominal focus. PPD received an 
. On the same day (Day 334), an abdominal computed tomography (CT) scan showed distension of small bowel loops, with hydro-aerial levels 
inside, diffuse fatty infiltration’ e pancreas, and isolated diverticula in left colon with no signs of complication. 


Blood test results in YeH of 7.17 (normal range [NR] not reported), pCO2 of 22 mmHg (NR: 36.0-44.0 mmHg), PO2 of 88.1 mmHg (NR: 

60.0-80.0 mmHg); HCO; of 8.2 mEq/L (NR: 23.0-27.0 mEq/L), base excess of -20.3 mEq/L (NR: -2.0-2.0 mEq/L), urea of 67 mg/dL (NR: 21-43 mg/dL), 
creatinine aoe mg/dL (NR: 0.55-1.02 mg/dL), hemoglobin of 17.8 g/dL (NR: 12-15 g/dL), hematocrit of 56 % (NR: 36-46 %), erythrocytes of 

6.0x 10 (NR: 3.8-4.8 x10°/uL), leukocyte formula was unremarkable, lactate dehydrogenase of 249 U/L (NR: 125-220 U/L), C-reactive protein of 

7 4ig/dL (NR low: not specified, NR upper: 0.8 mg/dL), prothrombin time of 66% (NR: 70-100%), international normalized ratio of 1.34 (NR: 0.95-1.05), 
potassium of 3.1 mEq/L (NR: 3.5-5.1 mEq/L), and blood glucose of 322 mg/dL (NR: 55-100 mg/dL). 


On ppp, laparotomy showed abundant dark-enteric hematic liquid. Mesenteric ischemia was visualized compromising a large part of the jejunum 
and the entire ileum. An exploratory laparotomy was performed with diagnosis of bowel ischemia of a large part of the jejunum and entire ileum. Drainage 
of an abscess located at the level of the pouch of Douglas was performed, and an extensive resection of 1.8 meters of jejuno-ileal intestine was also 
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Compound: PF-07302048; Protocol: C4591001 Page 78 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Ee 


Narrative Comment 


performed. The pathology report revealed jejuno-ileum resection measuring 123 cm in length, with flat serosa and hand sutyrés‘to one of the margins. At 
cut, it showed a flat mucosa and thinned wall with congestive-hemorrhagic foci. Microscopic examination showed h xXi€-ischemic type necrosis 
involving all histological layers of the organ and associated prominent acute inflammation, and vaso ectasia. el oxic-ischemic changes in the 
mucosa of the surgical margins of resection were also noted. Post-surgery, was admitted to the ICU on meclta ical ventilatory support. Ee developed 


metabolic acidosis secondary to septic shock with abdominal focus. On ppp (Day. 336), the saibject was discharged and subsequently died. The 
immediate cause of death was ascertained as cardiac arrest. An autopsy was not performed. \\C' 


1? 


O 
In the opinion of the investigator, there was no reasonable possibility that the ipge8tina i atria and septic shock were related to BNT162b2, concomitant 


medications, or clinical trial procedures. Pfizer concurred with the investigator’s asa ity assessment. Per Pfizer, the event was more likely associated 
with the subject’s underlying predispositions, a EN 
. Ne 
C 


marked hypotension requiring double vasoactive support with : Bh raven emergency hemodialysis due to 
oS 


» 
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Compound: PF-07302048; Protocol: C4591001 Page 79 of 115 


Reason(s) for Narrative: Death 


Unique Subject ID: pppyllllllllllills Country: BPD iii 


Vaccine Group (as Administered): Placebo 


Medical History . xO 


PPpM [Present 
Ppp Present 
Re PPD [Present 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——s&| Vaccination Date (Study Day) 
VACCINATION 1 Placeto CDC“ ;eSCSCSCsCidz 
VACCINATION 2 Placebo CdD )—“‘;is:é‘“C;C*CidzC 


4 


AE Toxicity |to 
Number |Grade 
1 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: pppyilllllllliills Country: RPDS 


Vaccine Group (as Administered): Placebo 


INonstudy Vaccines 
No Nonstudy Vaccines 


Subject Summary 


Study Phase 


zs \ 
Completed SCREENING Pe 
Completed VACCINATION r=’ | 
< ea = 


Withdrawn FOLLOW-UP 


Narrative Comment Se 
©) a 50-year-old PPD) with a pertinent medical history of 


Page 81 of 115 
oO 
xe 
we 
yo 
\ 
sor” ° 
ON 
eX 
ye 


80 days after receiving Dose 2, and died of the event on ppp 7, 81 days 
, on ppp) (Day 100), the subject experienced abdominal discomfort with an episode 


(of vomiting, and had back pain. On ppp) (Day 101), the subject was taken to a nearby hospital, but a 


had no vital signs on arrival at the hospital. 


That same day (Day 101), the subject died of cardiorespiratory arrest (also described as nontraumatic cardiac arrest). An autopsy was performed, but the 


results were not available. 
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Compound: PF-07302048; Protocol: C4591001 Page 82 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


In the opinion of the investigator, there was no reasonable possibility that the cardiorespiratory arrest was related to the study in{f@rvention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the cardior Spiratory arrest was most 
likely related to the subject’s underlying contributory factors, including ef 
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Compound: PF-07302048; Protocol: C4591001 Page 83 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group aa a: BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline 


“Date Collected 
Weight (Study Day) 


ee] 
Bo Present 
pup Present 
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Compound: PF-07302048; Protocol: C4591001 Page 84 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


‘Vaccination Number Vaccine = =—Ss| Vaccination Date (Study Day) Time of Vaccination fe : 
VACCINATION 1____[BNT16202 a 
VACCINATION 2 [BNT16262 pepe OO bee 


[Adverse Events Cree | 
AE IMedDRA |MedDRA Preferred RSs Start-Date Start |Stop Date Stop |Duration |Toxicity |Action to 
Number |SOC Term Investigator Text AO s udy Day) /|Time|(Study Day) |Time|(Days) |Grade_ |Subject 


ol at ll il 
veel — ee er 
35 2 TC 


= col al 


lee a cee oe A 
See 
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Compound: PF-07302048; Protocol: C4591001 Page 85 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Ee 


Adverse Events 


IMedDRA |MedDRA Preferred Start Date Start |Stop Date 
jones SOC Term Investigator Text (Study Day) Time |(Study Day) 
N 


RENAL = {Renal infarct 


a 
Y — 
arp ) 
ma Resolved ee NOT RELATED/OTHER: unknown 
call hy —— INOT RELATED/OTHER: performance of endoscopic |2 
retrograde DOTS E Span re HOSTED 
PD 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


AE Related To: 


Yes. = [NOT RELATED/OTHER: unknown 


INOT RELATED/OTHER: unknown 


INonstudy Vaccines 0? 
No Nonstudy Vaccines} ¢¢ 0 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


Subject Summary 


Vaccination |Event 


\O" Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING pis | 
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Compound: PF-07302048; Protocol: C4591001 Page 87 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Study Phase 


Completed VACCINATION 


Narrative Comment : eS 
Subject , a 70-year-old ppp) with a pertinees édical history of 


, received Dose | on ppp) and,Qos 2 on ppp.) (Day 20). 


Concomitant medications received within 2 weeks prior to the aQPoe the bile duct stenosis, pancreatic neoplasm, pancreatitis, pulmonary embolism, renal 
infarct, and sepsis included 
for atrial fibrillation. 


N 
The subject was diagnosed with bile duct ste es@ind pancreatic neoplasm on ppp), 378 days after receiving Dose 2, pancreatitis on ppp), 
381 days after receiving Dose 2, sepsis PD 383 days after receiving Dose 2, renal infarct on ppp), 384 days after receiving Dose 2, and 


a pulmonary embolism on >386 days after receiving Dose 2. The subject died of the bile duct stenosis, pancreatic neoplasm, pancreatitis, 


pulmonary embolism, and se sis Ppp. 387 days after receiving Dose 2. 
The subject had a La 


On (Day 398), the subject was hospitalized for pruritus, diarrhea, and coluria. 


Tests r guktfon Ppp) (Day 398) included: an abdominal ultrasound showed dilated intrahepatic and extrahepatic biliary duct; choledochal duct of 
15 , alanine aminotransferase (ALT) of 283 UI/L (normal range [NR] 2-55 UI/L), aspartate aminotransferase (AST) of 141 UI/L (NR: 5-34 UI/L), total 
(bilirubin of 13 mg/dL (NR: 0.2-1.2 mg/dL), direct bilirubin of 10.6 mg/dL (NR upper: 0.5 mg/dL), alkaline phosphatase of 424 UI/L (NR not reported). An 
abdominal computed tomography (CT) scan showed findings leading to the diagnosis of choledochal syndrome secondary to a pancreatic head tumor. The 

subject was treated with 


On ppp), an endoscopic retrograde cholangiopancreatography (ERCP) was performed, which revealed distal choledochal stenosis with dilatation of 
the biliary tract above the stenosis; sphincterotomy was performed with placement of a 10 FR x 7 cm stent. On Day 401), test results included 
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Compound: PF-07302048; Protocol: C4591001 Page 88 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 
serum amylase of 632 U/L (NR: 25-125 U/L), serum lipase of 907 U/L (NR: 8-78 U/L), ALT of 200 UI/L (NR: 2-55 UI/L), ASTor 00 UI/L (NR: 5- 
34 UI/L), total bilirubin of 11.6 mg/dL (NR: 0.2-1.2 mg/dL), and alkaline phosphatase of 326 UI/L (NR not reported). Fastin and 

were indicated. On ppp) (Day 403), the subject developed a fever of 38°C without hemodynaite decompensation. as 
diagnosed with post-ERCP pancreatitis without abdominal pain. rN ow 


On ppp) (Day 403), laboratory examinations showed hematocrit of 37% (NR: 39-50%), hemo batt Of 12.7 g/dL (NR: 13-17.5 g/dL), ALT of 

144 UI/L (NR: 2-55 UI/L), AST of 86 UI/L (NR: 5-34 UI/L), total bilirubin of 12.89 mg/GhYNR: 920° mg/dL), direct bilirubin of 9.9 mg/dL (NR upper: 
0.5 mg/dL), carbohydrate antigen 19-9 of 226.4 U/mL (NR: <35 U/mL), carcinoemb 1¢ antigett <1.73 ng/mL (NR: <3 ng/mL), and serum lipase of 
117 U/L (NR: 8-78 U/L). | was diagnosed with sepsis and was indicated. 


Blood work on ppp | (Day 404) included a white blood cell count @f?T. 15x) uL (NR: 3.5-10.5x10°/L), neutrophils of 80% (NR: 45-65%), total 
bilirubin of 17.3 mg/dL (NR: 0.2-1.2 mg/dL), ALT of 124 UI/L (NR: 255 ULieand glucose of 124 mg/dL (NR: 60-110 mg/dL). An abdominal and pelvic 
CT scan was performed on the same day, which showed an atrophic pa “SAS with a biliary stent, with the proximal end in the choledochal duct, with 
additional findings suggestive of bilateral kidney infarction. ee £0 se findings, aa was seen by a hematologist, who prescribed an increasing dose of 
ee 
On ppp) (Day 406), at PPD PM, the subject exp@lenced sudden dyspnea associated with right lumbar pain due to suspected pulmonary 
thromboembolism. i was transferred to the co y care unit, where eal received invasive mechanical ventilation, ’ 
The subject died on ppp) (Day 407) AM. An autopsy was not performed. Per medical records, the probable cause of death was pulmona 
thromboembolism, with pone Gantliac arrest as the immediate cause of death. iia did not undergo a COVID-19 test. 


In the opinion of the investigators Mere was no reasonable possibility that the renal infarct was related to the study intervention. In the opinion of the 
investigator, there was no ee nable possibility that the bile duct stenosis, pancreatic neoplasm, pancreatitis, pulmonary embolism, and sepsis were related 


to the study interven, oncomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, 
the events were gepociated with the subject’s underlying contributory factors of ongoing Ea ams eee 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 89 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vital Signs - Baseline 


Date Collected 
(Study Day) 


Pps) it 


MedDRA Preferred Term Start Date Disease Status 
ppp Present 


[pppmmy [Present 
[peppy [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 90 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ae S 
SS N 
xe 
RK) 


Vaccination Number [Vaccine [Vareination Date (Study Day) [Time of Vaccination [0° 
VACCINATION] __[BNTIG22 ____——=iéN pp 
VACCINATION? __[BNTI6262_________ ppp 2) SSS 


sow 
e> ve 


Adverse Events 


AE Related To: 
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Compound: PF-07302048; Protocol: C4591001 Page 91 of 115 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


: RO 
NOT RELATED/OTHER: unknown 
Study Treatment o\) OX) SY 


NOT RELATED/OTHER:@irknown. °° 
WD avs 


NOT RELATED/O@HER: va 


Prohibited Concomitant Medications 


Investigator Text a0 ~* |WHO Drug Preferred Term 


Start Date End Date Route sd 


| ONGOING 
| ONGOING 


INonstudy Vaccines 
INo Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 92 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp yy) Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Withdrawal/Completion |Reason for 
Study Phase —_ ae | 


SCREENING 
Compleied VACCINATION —— 


IREPEAT SCREENING 3 


Completed OPEN LABEL 
TREATMENT 


Withdrawn [FOLLOW-UP i 


Narrative Comment 


Subject , a 60-year-ol@ppy with a pertinent medical history of and arterial hypertension PRD 


, received Dose | on and Dose 2 on ppp) (Day 20). 


Concomitant medications receive d Lwithin 2 weeks prior to the onset of the clear cell renal cell carcinoma included 
for arterial hypertension. 


The subject was diagngs osed with clear cell renal cell carcinoma on ppp |, 266 days after receiving Dose 2, and died of the event on ppp 7), 
132 days after reeswing Dose 3. 


On pape (Day 286), the subject experienced nonspecific slight abdominal pain. An abdominal and renal ultrasound was performed in ppp), 
ree olid tumor was noted in the left kidney. The subject was referred to a urologist, and the subject underwent ultrasound-guided cytologic biopsy of 
olid tumor on ppp). A histopathological report showed neoplastic epithelial cells with large round nuclei, prominent nucleoli, and clear 

dO cytoplasm; the cells were found in small groups and in isolation, suggestive of neoplastic cells. A probable diagnosis of clear cell carcinoma was 
considered. The subject was referred to an oncologist and started treatment with the prohibited medication did not 
Ihave a COVID-19 test. A phone follow-up revealed that the subject was feeling well with mild medication-induced nausea, that improved with food intake. 
On , an abdominal and pelvic computed tomography (CT) scan showed neoplasm in the upper pole of the left kidney, nodular images of 
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp yy) Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) en 


Narrative Comment 
secondary aspect in the lungs and adrenal glands, adenomegaly in the mediastinum, and both hilar and focal lesions on the hepagiy surface (the complete 
report was not available). <o 


The blood test results of pppy 7) showed an elevated thyrotropin 5.10 wUI/mL (normal range 0.4-4 wUI/mL n@habiect recorded high blood pressure 
of 150/90 mmHg on the same day. On an unknown date, ie was seen by’ oncologist, who increased 

. Subsequently, faa cardiologist prescribed an increase_o for increased 
blood pressure, suspected to be due to . On ppp (Day 427), the mI resultiay in a pathological fracture. On ppp, the 


subject was feeling well, with improvement of blood pressure to 130/80 mmHg. On > the subject was admitted to the hospital for scheduled 


ery with placement of endoprosthesis in the left humerus and was dischargedsof e day. The subject was prescribed 
: no . a 
A histopathological report on ppp) showed left humerus urothelial cayCirioma metastasis. On (Day 477), a brain CT scan showed 
lhypodense punctate images in the right frontal subcortical white substances enhanced after administration of , nonspecific appearance, 


probably related to secondary lesions. In the posterior fossa, ther: waSa slightly hyperdense image measuring 255 mm with calcifications in its interior, 
which remodeled and widened the left jugular foramen, shogrek eee enhancement after administration of ED. and had an unspecific 
appearance possibly corresponding to a meningioma of theugular sinus. Chest, abdominal, and pelvic CT scans taken on the same day (Day 477) showed 
an increase in the number and size of nodular and nod illar images in both lung fields, linked to secondary lesions. There was an increase in the number 
and size of the secondary pulmonary, hepatic an enal lesions compared to the previous study. 


was discontinued an g'Babjot was prescribed PI lll. o> 
(Day 509), closed r duction of left shoulder dislocation under anesthesia was performed without complications, and the subject was discharged 
On ppp". the subject was prescribed iam 
On ppp (Day 43), the subject received Dose 3 of the study intervention. 
On pep te subject exhibited generalized abdominal pain (intensity 4/10). On the same day, — was seen b oncologist and a palliative care 
specialist, Wo prescribed 


: ee reported slight improvement in abdominal pain. On ppp | (Day 677), the subject died due to disease progression. An autopsy was 
aot performed. 


study intervention, concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 94 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) 
pos = Si ( i‘ (‘isrUUCC“‘(‘CSCCi‘idC 


Ve Mo x0 
[Vital Signs - Baseline ie RS | 
Height Weight BMI oO (Study Day) 
a 


Medical History EN xO 
No Medical History yr 
&@ 


5 ; 
‘Vaccination Number Vaccine = =—_— Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 ___[Placcto =D) 


VACCINATION 2 Placebo 20) 
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Compound: PF-07302048; Protocol: C4591001 Page 95 of 115 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 


Study Vaccination(s) 


S (e . 
‘Vaccination Number Vaccine =———S—Ss| Vaccination Date (Study Day) Time of Vaccination Or" 
VACCINATION 3 BNT162b2 ppp 75) ppp 
VACCINATION 4 BNT162b2 ppp 96) bpp 


- 
x. 


5 

Adverse Events wee x 

ot |StartDate Start |Stop Date Stop |Duration |Toxicity 
\cKStudy Day) Time |(Study Day) Time|(Days) |Grade 

1 IRESP Acute respiratory ; si 4 4 

distress syndrome \\ 

2 JINFEC ; ppp 260) bppi ppp 263) pppys 


AW 
Reh 
oY 
rN xO 
ATWAE Still Present? |AE Related To: 


NOT RELATED/OTHER: Respiratory Distress Syndrome. |4 


ly —_|Fatal (ppp) NOT RELATED/OTHER: unknown 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 96 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
a 
\ 
«2° 
ENS) 


INonstudy Vaccines X\" 
$F 
No Nonstudy Vaccines © 


Boh ae 
Status Study Phase Date Qe Withdrawal 
Completed [VACCINATION 


Completed IREPEAT SCREENING 1 


(since an unknown date), received Dose | on 


th accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 


(Day 175) and ppp) (Day 196), respectively. 
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Compound: PF-07302048; Protocol: C4591001 Page 97 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


BNT162b2. 


On ppp) (Day 260), the subject experienced fever, dyspnea at rest, dry cough, and vomiting. The next a he subject was taken to the hospital's 
emergency room, where a SARS-CoV-2 antigen detection test result was negative, and the subject was efhome. On Ppp, the subject was 
admitted to the intensive care unit due to progression of dyspnea. The physician verbally reported tha? chest x-ray showed bilateral cottony infiltrate and 
laboratory exams showed leukocytes of 18*10?/uL (normal range not reported). On pro Day 263) the subject died at the hospital at ppp) due to 
acute respiratory distress syndrome and COVID-19 pneumonia. An autopsy wasyi6i erfoym d. 


NASR e\os ; 
In the opinion of the investigator, there was no reasonable possibility thax th aepig piratory distress syndrome and COVID-19 pneumonia were related to 
BNT162b2 or clinical trial procedures. Pfizer concurred with the investi gator’ causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 98 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Medical History EN xO 
INo Medical History yr 
&@ 


w2) 
Study Vaccination(s) 


‘Vaccination Number Vaccine = =——Ss=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo PD) 


VACCINATION 2 Placebo 
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Compound: PF-07302048; Protocol: C4591001 Page 99 of 115 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 

Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) a2 
. re) ‘ 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date Ss 
Number |SOC Term Investigator Text (Study Day) 


}__INFEC COVID-19 


Septic shock 


ye 
Oo 
“\ Wo) 0 « 
ANN INonstudy Vaccines 
INo Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 100 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppl Country:PPP oo 
Vaccine Group as paluninevered) Placebo woe 


Completed [VACCINATION or 
Withdravn FOLLOW-UP pols penta 3° 


da nasal swab was collected at the site; the swab result was later reported as positive. 


joti was hospitalized because of bilateral pneumonia. A chest computed tomography (CT) scan on the same day showed extensive 
ground-glass interstitial infiltrates, dense tracts, and bronchiectatic-like images in both lower lobes. On ppp), a chest CT scan 
iastinum slightly retracted to the left without evidence of adenomegaly, and extensive, mixed (predominantly consolidated), bilateral 
infiltrates were observed. On ppp, the subject was moved to the intensive care unit and required a mechanical ventilator from 
PD because of respiratory failure. On ppp), a third local COVID-19 test result was positive. On ppp) (Day 156), the subject died of 
S tte shock in the context of the severe COVID-19 illness. The subject developed metabolic acidosis, acute renal failure with dialysis criteria, and marked 
cytopenias (anemia and thrombocytopenia). 


Laboratory results on an unknown date showed hemoglobin of 8.4 g/dL, hematocrit of 25%, leukocytes of 6,000/mm’, neutrophils of 79%, platelets of 
16,000/mm3, urea of 132 g/L, creatinine of 3.49 mg/dL, prothrombin time of 14.5 seconds, kaolin partial thromboplastin time of greater than 1 minute, 
prothrombin time of 66%, lactate dehydrogenase of 4367 IU/L, direct bilirubin of 2.9 mg/dL, total bilirubin of 3.8 mg/dL, aspartate aminotransferase of 
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Compound: PF-07302048; Protocol: C4591001 Page 101 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Narrative Comment Ze 
329 IU/L, alanine aminotransferase of 222 IU/L, alkaline phosphatase of 545 IU/L, albumin of 2.8 g/dL, pH of 7.06, partial prea re of carbon dioxide of 
72 mmHg, partial pressure of oxygen of 37 mmHg, and bicarbonates of 20 mmol/L (unknown normal ranges). <o® 


The subject required vasopressor support with (dose unknown) from ppp) onward. On PRBS (Day 156), the subject presented 
with severe bradycardia, followed by cardiac arrest. received advanced resuscitation maneuvers (accordiyg the American Heart Association 
protocol) for 30 minutes, without response. The causes of death reported on the death certificate were acute Yespiratory failure, multiorgan failure, and 


multilobar pneumonia. An autopsy was not performed. ev ae 
ck 


In the opinion of the investigator, there was no reasonable possibility that the septi ae COVID-19 illness were related to the study 


intervention or clinical trial procedures. Pfizer concurred with the investigator? usaftyabsessment 
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Compound: PF-07302048; Protocol: C4591001 Page 102 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Date of Birth Age at Enrollment (Years) [Race Ethnicity” Sex 


Vital Signs - Baseline oO. 


Medical History xO 


pep Past 
[ppp Present 
[ppp Present 
[ppp Present 
bpp 


Past 
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Compound: PF-07302048; Protocol: C4591001 Page 103 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

\ 


Study Vaccination(s) 


Vaccination Number Vaccine = =—=—_—s[ Vaccination Date (Study Day) Time of Vaccination «@° | 
VACCINATION! [Placebo ppp) ppp 


VACCINATIONS __[BNTI6262 —_T 
VACCINATION4 —_[BNT16202 ——_Th rae 


Adverse Events 


a Se 

AE MedDRA ees Preferred Start Date Start |Stop Date Stop |Duration 

(Number |SOC aoc =) (Study Day) Time |(Study Day) Time |(Days) 
ee eee 


Resolved oS NOT RELATED/OTHER: coughing 4 s77— YY 
Resolved (ppp) [NOT RELATED/OTHER: unknown |4 
Fatal (ppp) INOT RELATED/OTHER: unknown |4 
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Compound: PF-07302048; Protocol: C4591001 Page 104 of 115 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


ow 
Prohibited Concomitant Medications xen 2 


al NG 
No Prohibited Concomitant Medications : \ @ 
. ow 
or 
\ : o 
; K\Y 
e v,\ 
Or WC? 


[Nonstudy Vaccines | Yr a 
A 
5 AS? nO, 
No Nonstudy Vaccines no” aw 
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Compound: PF-07302048; Protocol: C4591001 Page 105 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject a 70-year-old with a pertinent medical history of 


cholecystectomy , received Dose 1 on ppp and Dose 2 on ppp | (Day 21). x @ 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subjedt Ras eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first ands cond doses of BNT162b2 on ppp) 


(Day 142), and ppp) (Day 163), respectively. e> x) 


: CO 
Concomitant medications received within 2 weeks prior to the onset of the back pa ned pnd Nonia included 


The subject was diagnosed with back pain on ppp), 76 days afte tece| iE Dose 4 (second dose of BNT162b2), and pneumonia on 
,82 days after receiving the second dose of BNT162b2. Thexvbject died of pneumonia on ppp), 85 days after receiving the second 
@ 


dose of BNT162b2. 


On an unspecified date in ppp, the subject reported ri Sher coughing or sneezing, and was diagnosed with atypical pneumonia that was treated 
on an outpatient basis. The subject was treated with : i , the subject 
experienced severe pain that began from under the.ribcage, and gradually radiated to” ~ back. PPD was treated with 


from ppp ~~). Due to persisting. symptoms, was stopped, and) was started on 
(Day 239). The subject was treated wit , and all the given for atypical pneumonia were stopped. 


On ppp) (Day 244), the cv pneumonia was considered resolved, and the subject continued to be treated for jj persistent and worsening back 
pain/rib pain. On (Day 245), the subject was unable to lay down or sit up without pain and went to the emergency room for cough congestion, 
shortness of breath, an pain related to the previous event. A computed tomography (CT) scan showed pneumonia and a mass on the lung that was 
pressing against a aekve and causing pain. The pain was pleuritic in nature, and reported that it ‘hurts’ when breathing. a was admitted for acute 
respiratory fat due to pneumonia or community-acquired pneumonia in the right, lower lobe of the lung. A SARS-CoV-2 test result on 
: Additional laboratory tests on the same day were as follows: high levels of D-dimer quantitative at >20.00, high white blood cell (WBC) 
1.1; low arterial blood gas partial pressure of oxygen of 48.0, creatinine of 1.85, low estimated glomerular filtration rate of 36, and urine blood 
ed positive 2+ (normal ranges [NR] and units not reported). The subject was treated with 
. The nature of is hypoxia and tachycardia was concerning for a pulmonary embolism (PE). A chest CT scan on ppp ruled out a 

PE but showed a mass on the right side; due to Peo history, it was thought to be possibly malignant. There were also possible spinal metastases. 
There appeared to be a postobstructive process in regard to the pneumonia, as well as a parapneumonic effusion. On the same day, the WBC count was 
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Compound: PF-07302048; Protocol: C4591001 Page 106 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 


elevated at 17.2 (NR and unit not reported). was awaiting pulmonary consultation. The subject died on ppp) (Day.Z48) due to pneumonia. The 
subject’s PPD reported that the day before passing, i showed troubled breathing and was utilizing oxygen. An autopsy was hot performed. 


In the opinion of the investigator, there was no reasonable possibility that the back pain was related to the study intetvention, In the opinion of the 
investigator, there was no reasonable possibility that the pneumonia was related to BNT162b2 or clinical triapprécedures. Pfizer concurred with the 
investigator’s causality assessment. Per Pfizer, the events were also not related to the concomitant medica ns. 
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Compound: PF-07302048; Protocol: C4591001 Page 107 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Rae 
Investigator Text ce MedDRA Preferred Term Start Date Disease Status 
ppp |Past 
pep Pat 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1217 


090177e19e02d67d\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


rO (INo Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 108 of 115 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


Vaccination Number Vaccine = =———S—Ss| Vaccination Date (Study Day) 
VACCINATION | ___[BNT162b2 pp) i 
VACCINATION? __[BNT16202 "Tr 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term 


Adverse Events 


Start |Stop Date Stop |Duration |Toxicity 
Time |(Study Day) Time |(Days) |Grade 
| ppp G30] wo BT 


1s EC/TCN/WIY___|Eatappp) NOT RELATED/OTHER: multi-organ failure syndrome 


Prohibited Concomitant Medications 
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AW? 


QO yThe subject was diagnosed with sepsis on ppp), 262 days after receiving Dose 2, and died of the event on ppp), 310 days after receiving 


Compound: PF-07302048; Protocol: C4591001 Page 109 of 115 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppillllllillliiiiiills Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


INonstudy Vaccines oe ot 
INo Nonstudy Vaccines \O 
y a 


Subject Summary 


& 


QO 
a _axy0 
'Withdrawal/Completion«|Reason\to 
PEON OO OY 
Q 


To RS 


Narrative Comment 


o 
Subject PPD), aed ¥year-old with a pertinent medical history of 
(since unknown dates), received Dose 1 on pppy 7) and Dose 2 on 


(Day 20). yo 7 


Concomitant medt ations received within 2 weeks prior to the onset of the sepsis included 


Dose 2. 


The subject had an ongoing history of 1b) = | and was suffering from PRD symptoms, includingPPD since ppp i 


had last used PRD on ppp. 
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Compound: PF-07302048; Protocol: C4591001 Page 110 of 115 
Reason(s) for Narrative: Death 


Unique Subject 1D: ppppillllllilliiiiiaalls Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) we 


Narrative Comment ; 
On ppp, the subject’s anteroposterior and lateral side of the chest x-ray showed normal heart size and pulmonary vascul@ re; the right upper lobe 
lhad a new density of 1.1 cm and there were developing opacities in the left mid lung/lingula. <® 


On ppp) (Day 282), the subject presented to the emergency room. had worsened, as ae by a was 
noted to have nausea, vomiting, diarrhea, and weakness upon arrival. Examinations showed tachycardia of 131 ‘Cunits and normal range [NR] not reported) 
and mild tachypnea. appeared PPD — during the neurological examination. A computed tomogr T) scan of the abdomen and pelvis without 
contrast showed infiltrates in the lingula of the left upper lobe, and was treated with . On the same day (Day 282), a CT scan 
of the head with contrast showed no intracranial abnormality, and urinalysis showed gabe urine with high glucose, protein levels, blood, and 
myoglobin detected. ) 


yr" 2 
On ppp, the subject was hospitalized. fe was treated uaa and was admitted to the progressive care unit (PCU). ia 
required intubation and mechanical ventilation. The subject’s echocar raphy owed cardiomyopathy with congestive heart failure (reduced ejection 
fraction of 20 to 25%); a CT scan of the abdomen and pelvis showed n e findings. Laboratory test results showed blood creatine phosphokinase of 
greater than 14,000, low blood potassium (values and normal ran provided), and heart rate of 131 beats/min. The investigation revealed multi-organ 
failure, elevated troponin of 4.3, acute kidney injury, transa igh ow potassium, metabolic acidosis, and rhabdomyolysis (blood creatine phosphokinase 
of >14,000 [NR not provided]). An abdominal uleesauag owed mild increased echogenicity of bilateral kidneys indicative of chronic renal disease. 


and PRD — were initiated per cardiolo gy 


On ppp, due to abnormal Kidney fyaStion and acute kidney damage, a underwent successful insertion of 2 hemodialysis catheters via the right 
internal jugular vein. o 


0) 
was withdrawn when the Subject’s right internal jugular vein triple-lumen hemodialysis catheter started to bleed, and"? received blood 
transfusions. VW? 


oe 
On tite Subject was extubated. 
On ppp © 5, the subject underwent right-sided thoracentesis, and 300 mL fluid was removed. On ppp, the subject was re-intubated. On 


IPE , the subject suffered a seizure and the electroencephalogram showed no findings, but the subject was treated with PRD). ii continued 
to require blood transfusions and potassium replacement in dialysis. Additionally, due to the inability to control the thick secretions, a tracheostomy was 
suggested. However, the subject’s family refused to consent to a tracheostomy despite prolonged intubation. Worsening infiltrates were noted on the x-ray. 


On ppp, the subject’s right bronchoalveolar lavage showed heavy growth of Acinetobacter baumannii/Acinetobacter nosocomialis group. The 


subject was treated with for the infection. ie also received oa. 
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Compound: PF-07302048; Protocol: C4591001 Page 111 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


order for the subject: On ppp 7, a chest 
x-ray showed stable lines and tubes, right-sided pleural effusion, and no significant interval change in the bilateral patchy gakepace opacity. On ppp 


(Day 330), at ppp, the subject died due to sepsis in the hospital. An autopsy was not performed. © 


In the opinion of the investigator, there was no reasonable possibility that the sepsis was related to the study i jercation. concomitant medications, or 
clinical trial procedures but rather was related to multi-organ failure syndrome. Pfizer concurred with theaiivestigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 112 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: pppiiii Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vital Signs — Baseline oO. 


Present 
Frese 
a 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 113 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


tudy Vaccination(s) 


aeeition Nember | |Waedin@ 1 \VaeAination Data Gigy bay) | [aaeot vaccamtion 
VACCINATION | [Placebo —~ipppuNS) 
VACCINATION? [Placebo ———~—~=i& DE 
VACCINATION 3 _[BNTIG262________ ppp 4) 


THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


Start Date Start |Stop Date Stop |Duration 
(Study Day) Time |(Study Day) Time |(Days) 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 13APR2023 (10:53) 


Page 1223 


090177e19e02d67d\Approved\Approved On: 13-Jul-2023 18:29 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 114 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) : ane - 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
BSS SS SRS SSS RSS SSS SSS SSS SS SSS SS SSS SSS SSSR SSS SSS : 

yor 


Prohibited Concomitant Medications RS of 
n~\ . 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 


Completed 


OBEN 
\FPREATMENT 


Completed REPEAT SCREENING 3 PO 
complet OPEN LABEL 
a ane TREATMENT 


FOLLOW-UP ———— a 
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Compound: PF-07302048; Protocol: C4591001 Page 115 of 115 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; a 
ox 
Narrative Comment ; 1@) 
Subject a 60-year-old ppp) with a pertinent medical history of 
, received Dose 1 on ppp) and Dose 2 on ppp 9) (Day 21). 4k 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject w; Bible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, second af third doses of BNT162b2 on 


(Day 141), ppp) (Day 162), and ppp) (Day 471), respectively. a @ 
\O 
Concomitant medications received within 2 weeks prior to the onset of the obstructive ahadiniggl detnia included PPD 


The subject was diagnosed with an obstructive abdominal hernia on ig8\days after receiving Dose 5 (the third dose of BNT162b2), and died 
of the event on ppp J, 139 days after receiving the third dose of@NT1 } 


On ppp) (Day 609), the subject developed intense abdominal pitta was hospitalized with an acute intestinal obstruction. A computed 
tomography scan of the abdomen showed an abdominal hernia. Thess yject’s family member reported that the subject had lost at least 4 kg of weight since 

and denied any other gastrointestinal symptoms. eSuibject underwent surgery. On ppp) (Day 610), the subject died. The reported 
causes of death were disease progression of acute intestin@l‘obstruction, sepsis, and obstructed abdominal hernia. An autopsy was not performed. 


In the opinion of the investigator, there was no regdhable possibility that the obstructive abdominal hernia was related to BNT162b2, concomitant 
medications, or clinical trial procedures. Pfiser concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 1 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Vital Signs - Baseline Cr AN 


a) es 
ev nae ected 
Weight BMI O° x \Study Day) 
pppem pp ke pp Kem? 


Medical History x N 


a 
a 
pp Present | 


VACCINATION 1 [Placebo PDN) 
VACCINATION2 [Placebo PDN) 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


Vaccination Number Vaccine = =——S—Ss( Vaccination Date (Study Day) 
VACCINATION 3 ____|BNT162b2 pep 35) 
VACCINATION 4 __[BNT16202 es) 


Adverse Events 


(a ca Gastrointestinal 


Start |Stop Date 
Time |(Study Day) 


(ppp [NOT RELATED/OTHER: Unknown 
Fatal (ppp) [NOT RELATED/OTHER: High digestive bleeding 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


Page 2 of 113 


Stop |Duration |Toxicity 
Time |(Days) |Grade 
5 4 


pf of 
ppmmcsy| ft 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 113 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Nonstudy Vaccines : am 
No Nonstudy Vaccines aw 
Ow 


Completed N 


NGS 
pple ——_—~*(DEATH 


Withdrawn 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp 0) 
(Day 135) and ppp) (Day 156), respectively. @ 


OW 
Concomitant medications received within 2 weeks prior to the onset of the gastrointestin® (GD) peahirhage and hypovolemic shock included PPD 


> @ 
The subject experienced a GI hemorrhage on ppp, 21 days after zeeing DOR 4 (second dose of BNT162b2). 


On ppp | (Day 177), the subject was hospitalized for a GI hemorf age@fan unknown cause. 


\o 
The subject experienced hypovolemic shock due to the GI hemorthagedh Ppp), 25 days after receiving the second dose of BNT162b2, and died in 


the hospital on the same day. eo 


The causes of death listed in the death certificate were volemic shock and GI hemorrhage. An autopsy was not performed. 
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Compound: PF-07302048; Protocol: C4591001 Page 5 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vital Signs - Baseline 0 
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Compound: PF-07302048; Protocol: C4591001 Page 6 of 113 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


‘Vaccination Number Vaccine = =—=—S—s&| Vaccination Date (Study Day) Time of Vaccination a 
VACCINATION 1 Placebo pp) pp 
VACCINATION 2 a — a — irr ae 


VACCINATIONS [BNTION62 Tr a 
VACCINATION 4 ___JBNT162b2 i res 


THIRD DOSE BNT162b2 |BNT162b2 


—_— Events 


MedDRA Poe Preferred Start Date Start |Stop Date 
Gaerne SOC ada a (Study Day) Time |(Study Day) 


1 RENAL = {Acute TET injury 


ia ina Adenocarcinoma of 


p___IINFEC 


Stop |Duration |Toxicity 
Time |(Days) |Grade 
6 2 


Number |Subject SAE JAE Still Present? 


1 |TCN_|N_ [Resolved (pp) [NOTRELATEDIOTHER: Gastoenents fp (ss 
p [ren [Resolved (ppp) [NOTRELATEDIOTHER: Unknown p58] 
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Compound: PF-07302048; Protocol: C4591001 Page 7 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp 7) Rave i 


Adverse Events 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


dus : Withdrawal/Completion |Reason for 
v Study Phase Date Withdrawal 


Completed [SCREENING 


Completed VACCINATION — | 
Completed REPEAT SCREENING 1 ppm SiS 
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aw? 


O4fn MSE the subject was diagnosed with an adenocarcinoma of the colon (sigmoid adenocarcinoma) via a routine colonoscopy. The subject was 


Compound: PF-07302048; Protocol: C4591001 Page 8 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 


Completed REPEAT SCREENING 3 eee 
ee OPEN LABEL ca 
TREATMENT ow 


Withdrawn FOLLOW-UP 


Narrative Comment 
Subject ppp 0, an275-year-old¢ with a pertinent medical history of , received Dose 1 on 
and Dose 2 on ppp ly (Day 23), 


In accordance with the protocol toa te subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject ha@priginally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on ppp) 


(Day 118), ppp (Dape839), and ppp) (Day 433), respectively. 
Concomitant medicatiéns so ccinsd within 2 weeks prior to the onset of the septic shock included 


ee su Bead septic shock on ppp 7), 119 days after receiving Dose 5 (third dose of BNT162b2), and died of the event on ppp 7), 
s after receiving the third dose of BNT162b2. 


previously asymptomatic. On ppp) (Day 547), the subject underwent segmental resection of the intestine via video laparoscopy. The routine 
pre-operative COVID-19 test result was negative. After surgery, the subject developed abdominal discomfort. A computed tomography (CT) scan of the 


abdomen was done in ppp), and the result showed anastomosis dehiscence. On ppp) (Day 552), an additional surgery was performed. On the 
same day (Day 552), after surgery, the subject developed septic shock, requiring mechanical ventilation and unspecified vasoactive substances. Septic shock 
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Compound: PF-07302048; Protocol: C4591001 Page 9 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


was suspected due to abdominal discomfort, purulent discharge, hypotension, and abdominal CT scan findings; the event was\ considered associated with 
abdominal infection. There were no known reports of fever, chills, or respiratory symptoms. On ppp) (Day S549 subject was started on 
lhemodialysis due to renal insufficiency (previous episode was from ppp) to ppp) [Days pene vas the septic shock worsened, resulting 
in death on the same day (Day 554). Per death certificate, the primary cause of death was septic shock. An ae sy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that the septic shock was related 4BNT162b2 or clinical trial procedures. Pfizer 
concurred with the investigator’s causality assessment. Per Pfizer, the event was a postop 


ANS plication. 


c\ 
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Compound: PF-07302048; Protocol: C4591001 Page 10 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group cavuaunedbebies Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth [Age at Enrollment (Years) Ee 
ppm 


Medical History 


Investigator Text 
a 
pep Present 
ppp [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 11 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 20 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) ane’ 


Date of First Dose: ppp); Date of Last Dose: ppp 0) oe 


Study Vaccination(s) 


VACCINATION 1 [Placebo _—ipppua() 
VACCINATION? [Placebo ————~=iDE 
VACCINATION 3 __[BNTIG2=2______ ppp 43) 


VACCINATION 4 BNT162b2 pepo) ppp 


Adverse Events 
IMedDRA |MedDRA Preferred 


cd 
Oo 
Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 12 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) 


xe 
Nonstudy Vaccines ek 
[No Nonstudy Vaccines | ’ ~D 
AO 
o 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 

Date of First Dose: ppp ; Date of Last Dose: ppp 

Narrative Comment | 
PPD x0 
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Compound: PF-07302048; Protocol: C4591001 Page 14 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


AO 
@» Date Collected 
©) 


(Study Day) 


ppkem2 


Medical History XO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


ppm [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 15 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD 50° 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) ne’ ' 
Date of First Dose: ppp); Date of Last Dose: ppp) an? 


Study Vaccination(s) nC 
‘Vaccination Number Vaccine ‘Vaccination Date (Study Day) Time of Can 


VACCINATION 2 IBNT162b2 
THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


Chronic obstructive .o\* 
pulmonary disease© * 


bal nat 


r|SAE|AE Still Present? |AE Related To: 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy Country: 


Page 16 of 113 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) : ane = 


Date of First Dose: ppp); Date of Last Dose: ppp) 


[Prohibited Concomitant Medications | 
No Prohibited Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 


Study Phase 


aN 


Completed [SCREENING 


Completed [VACCINATION 
Completed [RPE SCREENING 3 


ASPEN LABEL 
TREATMENT 


* 


Sq} 
OW 
————— \ 
aww 
oO 
_ 
5 o 
‘ an? 
oo 
ae 
er 
a Y 
>| 
. o 
oo 
~~ 
Ae 
aw 5X0" 
& ~coO 
Qo" ne 
Ox o% 
> < 
ank& .c 
ao ow 
Y L\O 
.O%* 
xX 
c VY 
(e. 


Withdrawn _<@_[rOLLow-uP bpp [aTH 
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Compound: PF-07302048; Protocol: C4591001 Page 17 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


1) 
Dose 1 on ppp), Dose 2 on ppp) (Day 21), and Dose 3 on ppp 9) (Day 391). = | 


The subject was diagnosed with chronic obstructive pulmonary disease (COPD) on ppp), 211 days ae repbiving Dose 3, and died on the same day. 


The subject’s death information was provided by yee. when the site sent a certified letter for the subjget noncompliance. An autopsy revealed the 


cause of death as COPD. 5 on 


a ice ae &Y cor , eee 
In the opinion of the investigator, there was no reasonable possibility that the COPD wy@e'rela 48 the study intervention or clinical trial procedures. Pfizer 
concurred with the investigator’s causality assessment. Per the investigator, thgevént wa ted to the subject’sPPD history. 
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Compound: PF-07302048; Protocol: C4591001 Page 18 of 113 


Reason(s) for Narrative: Death 


Unique Subject 1D: [Ey lllllllllls Country: PPD 
Vaccine Group ou: BNT162b2 Phase 2/3 (30 pg) 


Medical History 


Investigator Text sos MedDRA Preferred Term Start Date Disease Status 


pe Present 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ow? 

\o 
Study Vaccination(s) S os 


ax 
Vaccination Number Vaccine = =—=—Ss&| Vaccination Date (Study Day) Time of Vaccination Xe) 
VACCINATION | ___[BNT162b2 pppms 
VACCINATION? __[BNT16202 Ts ae ha 
er ( 


AE [MedDRA |MedDRA Preferred Ris Stop Date 
Number |SOC Term Investigator Text a | (Study Day) 
aaa oe (122) 


ppp 031) | 
B  —_INJ&P 


Adverse Events 


AE Toxicity |to ae 
(Number |Grade Su bject iSAE JAE Still Present? AE Related To: 


beat row [y_|rutal ppp) —_NOTRELATED/OTHER: Pheumonia 
Bair [17 IN [Resolved (ppp) [NOT RELATED/OTHER: Accident 


FH 


ov 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe - 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? . 
SaSssssaassss sae ssaa esas esas sas Ssss sas SSS SSS SSS SSeS SSS SS SSS SSS SSS SSS SSS SSS SSS SSS SSS a5 : 

yor" 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\* 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
\oua Qe 


Completed 
Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 21 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


, an275-year-old with a pertinent medical history of 


received Dose 1 on ppp | and Dose 2 on ppp (Day 23). @ 


O 
o 
Concomitant medications received within 2 weeks prior to the onset of the COVID-19 pneumonia includéd 


, and 


for le wer leg wound. 
@ 
The subject was diagnosed with COVID-19 pneumonia on PPO? 108 days after receiving Dose 2, and died of the event on ppp), 109 days 


after receiving Dose 2. NC 
g ox 


On ppp) (Day 131), the subject experiencedhgarbled speech and increased confusion, and /"? was taken to the emergency room (ER). The subject’s 
family reported that fal was in rehabilitation ceretiom PPD) to PPD) for a scalp laceration due to iD | The subject had 
difficulty in ambulation and, hence, ph si@iPand occupational therapy was provided. ia also had shortness of breath and chest congestion, but denied 
having fever, chills, nausea, vomi ey diarrhea. A COVID-19 test done on ppp) was negative. On arrival at the ER on ppp) (Day 131), 
the subject’s blood pressure was Y 4/68 mmHg, body temperature was 36.8°C, heart rate was 79 beats/min, respiratory rate was 20 breaths/min, and oxygen 
saturation was 98%. On the same day (Day 131), a SARS-CoV-2 test result was positive; laboratory test results showed elevated aspartate aminotransferase 
of 819 IU/L, estimaiéa Glomerular filtration rate of 13 mL/min, low hemoglobin of 9.2 g/dL (normal range [NR]: 14-18 g/dL), low hematocrit of 27.6% 
(NR: 40-52%)@levated international normalized ratio of 2.26, low lymphocytes of 8.8 (units not reported), and low platelets of 125x1037/uL (NR: 150- 
450x 10% ; a chest x-ray showed bilateral airspace disease (cardiomegaly with congestive heart failure); and a computed tomography scan of the brain 
was\formal. The subject was diagnosed with COVID-19 pneumonia, which was considered life-threatening by the investigator. On an unspecified date in 

, the laboratory test results showed blood urea nitrogen (BUN) of 91, creatinine of 4.1, BUN/creatinine ratio of 21.9 (NR and units were not 
reported), and C-reactive protein of 24.7 mg/dL (NR not reported). The subject was not in any cardiopulmonary distress but had an acute kidney injury (on 
Day 131) secondary to acute tubular necrosis from the underlying COVID-19 infection. It was reported that there was no need for any dialysis at that time. 
Treatment with was withheld because of the acute kidney injury and as the subject’s 
baseline renal function results were unknown. On an unspecified date in ppp), the subject was kept in isolation, during which ~~ oxygen saturation 
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Compound: PF-07302048; Protocol: C4591001 Page 22 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


order. Over the 
continued to 


) for COVID-19 pneumonia. On ppp) (Day 132), the subject died of COVID-19 pneumanigs An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that the COVID-19 pneumonia was Rated to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causalitg\dssessmgeh . 
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Compound: PF-07302048; Protocol: C4591001 Page 23 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of Birth Age at Enrollment (Years) |Race = Ethnicity 
mo 
x) we, 


Vital Signs - Baseline Ot 


pp Present 
a oe 
ppp (Present —_—* 
eo 
ppp [Present _—_— 
PPD [Present 
pppEE [Present 
ppp [Pat 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

N 


Medical History 


Investigator Text MedDRA Preferred Term Start Date Tea eal 


Present 


pep ____ fist __ 


Study Vaccination(s) a @ 


‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION 1 BNT162b2 — 


IBNT162b2 


Adverse Events 


ed : 
ibaa aia Start Date Toxicity 
ane SOC x |Yerm i (Study Day) i i Grade 
1 BLOOD 
C 


Chronic obstructive 
pulmonary disease 


ial RESP Chronic obstructive 
eX q pulmonary disease 
-F 
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Compound: PF-07302048; Protocol: C4591001 Page 25 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp: Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ee 

ox 


MedDRA Preferred 
Term Investigator Text 


METAB  |Hyperkalaemia 


Lymphocyte count 
decreased 


AE Related To: 
INNOT RELATED/OTHER: Probably due to anemia of = [2 
)  |chronic disease and without any symptoms of bleeding. 
NOT RELATED/OTHER: Increased shortness of breath 


INOT RELATED/OTHER: COPD 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 113 


Reason(s) for Narrative: Death 


Unique Subject ID: pppiiiiiiiliiiimnnns Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


Number |Present? AE Related To: 
4 Resolved NOT RELATED/OTHER: Potassium level high in blood|2 


(PPD) 

NOT RELATED/OTHER: Infection 
pp) 

i NOT RELATED/OTHER: Low number of plate 
(PHN) _ [blood id 

7 


Resolved NOT RELATED/OTHER: Not enough of oxygen in the |2 
(pp ——)_Jblood nO ~ 
Resolved 


a 
i 


Cc 


Prohibited Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 
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oiodular right lower lung density. Diagnosis of sepsis was also documented on the discharge summary from the medical records; sepsis presented with 


Compound: PF-07302048; Protocol: C4591001 Page 27 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp); Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase — aa a 


SCREENING 
Compleied VACCINATION — re ce 


Completed REPEAT SCREENING 3 ts 


aa OPEN LABEL 
(TREATMENT 


Narrative Comment 


Subject an 275.37 >15y6ar-old with a pertinent medical history of 
, received Dose 1 onppp ————, Dose 2 on ppp (Day 24), 
and Dose 3 onppp (Danes 8). 


Concomitant medications } atuded 


O 
On (Day 143), the subject experienced a COPD exacerbation manifested as shortness of breath and was hospitalized for the event. There was 
evadstice of leukocytosis and possible pneumonia. A chest x-ray showed a right lower lobe or nodular density, right lower lobe pneumonia, and coarsened 


leukocytosis, tachypnea and tachycardia, and normal lactic acid. The subject was tested for COVID-19 and the result was negative. oxygen saturation 
was low at 47% on Day 143) and 33% on The subject received 
The increased 
troponin (0.035 ng/mL), hemoglobin: low at 12 g/dL (normal range [NR]: 14-18 g/dL), hematocrit: low at 36.2% (NR: 42-52%), hyperkalemia (potassium: 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


5.4 mmol/L), decreased platelet count (214*10°/uL; NR: 150-450x10°/uL), and decreased lymphocyte count (7.0 wL) were posi ve laboratory results noted 
during hospital stay, resulting in a diagnosis of sepsis, pneumonia, chronic hypoxic respiratory failure, and anemia (all were‘considered as nonserious 
adverse events with onset of Day 143). On ppp) (Day 147), all the events were considered resolved, and the subject was discharged on 

; ow 


% 
The subject experienced a severe COPD exacerbation on ppp, 193 days after receiving Dose 3, ait died of the event on ppp), 226 days 
after receiving Dose 3. ed x\O 


The subject died at home on hospice care. The reported cause of death was sever 
was performed. e 


: CO 
COPD extbation (disease progression). It was unknown if an autopsy 


‘or 


O° \O 
In the opinion of the investigator, there was no reasonable possibility thatthe sce COPD exacerbation was related to the study intervention or clinical 
trial procedures. Pfizer concurred with the investigator’s causality assessnqent. 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group sine saseanaaviahig BNT162b2 Phase 2/3 (30 pg) woe 


Medical a 
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Compound: PF-07302048; Protocol: C4591001 Page 30 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


©) 
MedDRA Preferred Term Start Date _ [Disease Status | 
ec 


Study Vaccination(s) © 


C\ 
‘Vaccination Number Vaccine = ititi‘—sSsiC@CS acti ation Date (Study Day) Time of Vaccination 
VACCINATION 1 ____[BNT16202 Oo po 
VACCINATION 2 BNT162b2 2 ppp) ppp 


Adverse Events. ¢ 


AE MedDRA MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 
Number |S! 5 Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) |Grade 
IS INFEC_|COVID-19 pneumonia boom 65] pepe C55) ppp 


2) IMUSC _ |Intervertebral disc 
disorder 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rac e 


Adverse Events 


Y [Fatal (ppp) 
Resolved (ppp) [NOT RELATED/OTHER: unknowm) —_X. 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


SCREENING 


>~ [Completed VACCINATION Pp ttsti(‘i‘SCSCCd 


Withdrawn FOLLOW-UP 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 


Subject ppp, a 60-year-old ppp) with a pertinent medical history of 
Dose 1 on ppp) and Dose 2 on ppp) (Day 24). 


Concomitant medications received within 2 weeks prior to the onset of the COVID-19 pneumonia included 


for eeneration of lumbar intervertebral disease, and 
; 0° +3 \\C' 
; cor ak. 

The subject was diagnosed with COVID-19 pneumonia on ppp 7, 327 ays afte née iving Dose 2, and died of the event on ppp, 331 days 
after receiving Dose 2. e or cot 
On ppp) (Day 351), the subject was hospitalized with respirator 9 Abtoms and malaise and was found to have COVID-19 bilateral pneumonia and 
hypoxia. Following admission, the subject’s laboratory test results ne a positive COVID-19 rapid-test quantitative polymerase chain reaction, white 
blood cell count of 9.21<107/uL (high neutrophils of 80% [ma Ormtis low red blood cell count of 3.47x10°/L, low hemoglobin of 10.7 g/dL, low 
hematocrit of 32.3%, mean cell volume of 93 (units not re , platelet count of 183x107/yL, creatinine clearance of 46.11 mL/min, sodium level of 
140 mmol/L, critical potassium level of 2.8 mmol/L, chforide level of 108 mmol/L, low carbon dioxide level of 22 mmol/L, high aspartate aminotransferase 
of 54 U/L, high alanine transaminase of 44 U/L, fitival protein total of 6.3 g/dL, low albumin level of 3.3 g/dL, high alkaline phosphatase of 259 U/L, high 
low-density lipoprotein of 284 U/L, high lagtiG-acid level of 2.1 mmol/L, critical magnesium level of 2 mg/dL, and a high fibrinogen level of 897 mg/dL 
(normal ranges not provided). A ches showed multifocal pneumonia, and a computed tomography angiogram scan of the chest revealed diffuse 
ground glass infiltrates in the UPRes dad lower lobes. The subject was diagnosed with COVID-19 bilateral pneumonia and hypoxia. condition 
continued to deteriorate despit@receiving treatment with 

, oxygen support with respiratory therapy, nursing support, and incentive spirometry. On ppp was transferred to 
the intensive care uni because of intermittent tachycardia with a heart rate of 150 to 160 beats/min (atrial fibrillation on telemetry) and worsening of 
oxygen requi ts coupled with decreased alertness. The subject’s family decided to change aig status to eB because of 
deteriorgtid@ condition, underlying , and chronic illness. BS treatments were withdrawn, and comfort care measures were taken. The subject 
was feeling comfortable after receiving On ppp) (Day 355), the subject died in sleep. The reported cause of death 

COVID-19 pneumonia. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that the COVID-19 pneumonia was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject 1D: [fy lllllllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of Birth Age at Enrollment (Years) |Race 


pps C70 


@» Date Collected 
Height Weight BMI oO (Study Day) 
pppiem HK ikem. be) 


ppp ke pp Ko/m2 


Medical History XO 
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Compound: PF-07302048; Protocol: C4591001 

Reason(s) for Narrative: Death 

Unique Subject ID: pppyyyyyys Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Medical History Ye 
Investigator Text IMedDRA Preferred Term Start Date Disease Status | 
pep cree | 


Study Vaccination(s) ev @ 


‘Vaccination Number Vaccine 


Number |SOC Term _© v Investigator Text (Study Day) Time |(Study Day) Time |(Days) 

ppp G82)| ppp Gs2)| ft 
ppp) pppi ppp G) ppp 
B [Gast [piarhoea ____| ee) ee) ee? 


3 


Adverse Events 9° 
d 


ae 
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


Prior 
Vaccination |Prit 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines . xO = 
No Nonstudy Vaccines | .¢@~ 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


SCREENING — | | 
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Compound: PF-07302048; Protocol: C4591001 Page 36 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — ss 


Completed [VACCINATION 


Narrative Comment 


received Dose | onppp | and Dose 2 on ppp 


The subject died of an unknown cause on days after receiving Dose 2. 


It was unknown if an autopsy was performed, 3° 


In the opinion of the investigator, the oes no reasonable possibility that the death was related to the study intervention or clinical trial procedures. Pfizer 
concurred with the investigator’ sca: ality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 113 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp) Country: 
Vaccine Group a paaunaibinies Placebo => BNT162b2 Phase 2/3 (30 wg) => BNT162b2 (30 pg, 1 Dose) 


Medical ary 
— 
[ppm [Present 
ppp [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) : ane - 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 


Study Vaccination(s) 


S (e . 
‘Vaccination Number Vaccine =———S—S—Ss| Vaccination Date (Study Day) Time of Vaccination O*" 
VACCINATION 1 Placebos ppp) 
VACCINATION 2 | 


VACCINATIONS [BNTION62 —T 
VACCINATION [BNTI6362 ——“1 a 


- WY 
No Adverse Events oo 
ane 
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Compound: PF-07302048; Protocol: C4591001 Page 39 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
yO 


Subject Summary of 


S 
Withdrawal/Completion |Reason for go 
Status Study Phase ——— ———| es 
S 


SCREENING 


con VACCINATION —— AS 

Completed ——‘(REPEATSCREENING! ppp | 

sae OPEN LABEL 7 ay : 
TREATMENT ov 

Completed REPEAT SCREENING 3 eRe 


OPEN LABEL 
TREATMENT 


aa 


, received Dose 1 on ppp) and Dose 2 onppp (Day 22). 


In accordance with 'bgetttoco allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 


was confirmed thalithe subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 
say 153), ppp (Day 174), and ppp (Day 406), respectively. 


he, siBjéct died on an unspecified date. On pppy ), the site updated the subject’s disposition status for the study follow-up phase as “withdrawn” 
bate of the death. 


This death event occurred outside the protocol-defined postvaccination safety reporting period and as such was reported only as an update to the subject’s 
disposition status but not reported as an adverse event. No additional details will be provided for this event. 
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


Rate 
Investigator Text oe IMedDRA Preferred Term Start Date Disease Status 
PPDM Present 
PPDM [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: : 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


VACCINATION 3 IBNT162b2 
VACCINATION 4 IBNT162b2 


Adverse Events 


MedDRA |MedDRA Preferred 


(Number 
B___[rorrcnrw | _ [Fatal (ppp [NOT RELATED/OTHER: Epithelioid hemangioendotheliona _[_____140 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
RK) 
ot 
oe? 
3 
XY 


= : ee xe 
Prohibited Concomitant Medications et 
[No Prohibited Concomitant Medications | 3S am 
‘eo 


i O* x 
Investigator Text WHO Drug Preferred Fe None Start Date 


Subject Summary 


ae 

Status Stud: -Pliase Date Withdrawal 

Completed SCREENING PDN | 

Completed q@ [VACCINATION pps | CS 

Completed gO” _|REPEATSCREENING1 ppm sd SSSCSC~*™ 

a ca | 
rom TREATMENT 


Withdrawn FOLLOW-UP pps DEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp | An? 


Narrative Comment 


and Dose 2 on ppp) (Day 22). 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp 7) 
(Day 148) and ppp) (Day 169), respectively. a @ 

e> go 


The subject received nonstudy = on ppp yy 


Oo 
The subject developed angiosarcoma (epithelioid hemangioendothelioma - liv R\y n OVscular neoplasm, and acute cardiorespiratory arrest on an 
Sad BNT162b2) d died of th 179 d 
155)) , and died of the events on ppp 7), ays 
So 


unspecified date in ppp |, at least 139 days after receiving Dose 4 (the 
after receiving the second dose of BNT162b2. S@ 


An autopsy was performed, and the reported causes of death were disgassprogression of angiosarcoma, vascular neoplasm, and cardiorespiratory arrest. 


In the opinion of the investigator, there was no reasonable possibility that the angiosarcoma, vascular neoplasm, and cardiorespiratory arrest were related to 
BNT162b2 or clinical trial procedures. Pfizer concurred wii e investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Start Date 

ppp Past 
ppp Present 
Ppp 
Pp 
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Compound: PF-07302048; Protocol: C4591001 Page 45 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


acetamide |Waeein  [Vaesination Data Gieay Day) [meet vaccamtion 
VACCINATION 1 [Placebo papa) 
VACCINATION? [Placebo ppp 2) 
VACCINATION 3 __[BNTIG2=2_______ ppp 4) 


Adverse Events 


IMedDRA |MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 
(Study Day) Time |(Study Day) 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 46 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) 


xe 
Nonstudy Vaccines ek 
[No Nonstudy Vaccines | ’ ~D 
AO 
o 


on [Reason for 

Withdrawal 
foopest —_BoXEENING — | 
Completed [VACCINATION P| 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Narrative Comment 2 | 


PPD 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of Birth Age at Enrollment (Years) 
a ee 


@» Date Collected 
Height Weight BMI oO (Study Day) 
pppiem BK ikin2 


ppp ke pp Ko/m2 


[PDMS Present 
[pppmmmm [Present 


= fl 


ne 
a 
popes [Presen —_ 
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Ss Vise ASE 
| Ri 
| = 


c\ / 


Study Vaccination(s) a ; ® 
‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION | ___JBNT162b2 — 


IBNT162b2 


— Events 


50 
MedDRA sad Start Date Start |Stop Date Stop |Duration |Toxicity 
one SOC Investigator Text =< Day) = —=<=<7F Day) 7 a — 
a SIS arrest 
lvASC [Hypertension an 


a NERV Hypoxic-ischaemic ONGOING 
ms encephalopathy 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1274 


0901 77e19e02d7c1\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 50 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


aD 


NOT RELATED/OTHER: UNKNOWN ow 


Resolved (ppp) NOT RELATED/OTHER: Hypertension medigtion dose 2 20 N 
change nOC* ANS 


TC/TCN/W |Y _ [Fatal (BPR) 


\f 
Prohibited Concomitant Medications nro 
[No Prohibited Concomitant Medications | " am 
4 


Nonstudy Vaccines\.© Ne 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — ———| 


SCREENING 


O 
— ae 
Narrative Comment = © 


a pertinent medical history of: 
Dose 1 onppp ——, Dose 2 on ppp Day ), and Dose 3 onppp —_ (Day 386). 


Concomitant medications received within 2 wé sO prior to the onset of the pulmonary embolism included 
for hypertension, and for hypertension. 


The subject was diagnosed wi ih 4@ulm monary embolism on ppp), 92 days after receiving Dose 3, and died of the event on ppp 7, 98 days after 
receiving Dose 3. o& 


Subject , a 70-year-old 


received 


tolerance. O (Day 478), the subject suffered cardiac arrest at home, and PRP was taken to the emergency room. A computed tomography scan 
revealed apulmonary embolism. The subject was admitted to the intensive care unit and intubated. The subject was treated with 

. On ppp 7) (Day 481), the subject developed hypoxic-ischemic encephalopathy. On ppp) (Day 484), the subject was 
tansitioned to comfort care and was pronounced dead on the same day at ppp. The hypoxic-ischemic encephalopathy was ongoing at the time of death. 


The subject rn riesd intermittent dizziness for approximately 1 month. Over the past week, ai reported dyspnea on exertion and reduced exertional 


© |The reported cause of death was pulmonary embolism. An autopsy was not performed. 


In the opinion of the investigator, there was no reasonable possibility that the pulmonary embolism was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 52 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline oe 


Date Collected 
(Study Day) 


4X 


Investigator Text pes IMedDRA Preferred Term Start Date Disease Status 


— 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =———S—Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo NG) 
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Compound: PF-07302048; Protocol: C4591001 Page 53 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: pps Country:PPD Re) 
<X 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) ne’ 


Date of First Dose: ppp); Date of Last Dose: ppp 0) ae 


Study Vaccination(s) 


Adverse Events 


MedDRA |MedDRA Preferred 
font SOC Term 


a ae PPD 453) [pppyONGoING| | 
B__INJ&P i i PPDNN 418) pppyONcoINc| | 


Adverse Events 
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Compound: PF-07302048; Protocol: C4591001 Page 54 of 113 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


[Prohibited Concomitant Medications | go" 
No Prohibited Concomitant Medications es 
@ 


INonstudy Vaccines ao x 


nvestigator Text WHO Drug Preferred Term ol Si Ps Ove Start Date 


ow Withdrawal/Completion |Reason for 
Status Study Phase _ xe Date Withdrawal 


Completed SCREENING ee 

Completed |VAGEINATION ppp | 

Completed REPEAT SCREENING |__[pppumy =| 
ow’ TREATMENT 


Wid” [FOLLOW-UP poe (DEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


, received 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was pligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and segonid doses of BNT162b2 on ppp 7) 


(Day 165) and ppp (Day 186). @ 


Ow 
The subject died on an unspecified date. On ppp), the site updated the subject's Mog geal satu for the study follow-up phase as “withdrawn” 
because of the death. This death event occurred outside the protocol-defined postyaxeinati sfety reporting period and, as such, was reported only as an 


update to the subject’s disposition status but not reported as an adverse event. additiofva details will be provided for this event. 
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Compound: PF-07302048; Protocol: C4591001 Page 56 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group sie cavum dambpus Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Medical History 


Investigator Text as IMedDRA Preferred Term Start Date Disease Status 
ppp Past 
ppp [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 113 


Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


‘Vaccination Number Vaccine = =—=——S—Ss| Vaccination Date (Study Day) Time of Vaccination fe : 
VACCINATION 1 Placeto CO e—“(ts*s—séi 
VACCINATION 2 Placebo Cs 3) eC“ si Cd 


VACCINATIONS [BNTI6302 Tr a 
VACCINATION [BNT163b2 a 


= 
ee 
A 


dverse Events 


AE MedDRA eas Preferred Start Date ae Stop Date eal Duration 
Number |SOC Investiga ee ——7E Day) = Day) — 


1 IRESP Berto fistula 
2 INFEC {Infectious pleural os 
effusion 


B____|GENRL_ [Injection g iteMa n 


4 RESP Pneunst Horax 
swontaneous 


REO Pulmonary embolism 
Oo 


Subcutaneous 32 
emphysema 


e 
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Compound: PF-07302048; Protocol: C4591001 Page 58 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


AE Toxicity |Action to 
(Number |Grade_ |Subject SAE |AE Still Present? AE Related To: 


NOT RELATED/OTHER: unknown 
BN _ IN [Resolved (opm | 
i _rorennw ly [Fetal ppm) 
6 Be rcnyw__y_ [Fatal (@ppED 
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ov? 
ea ee ee ee eee ee eee ‘\ 

SSS SS SS SS SS SS SS SS x 


x NK 
Subject Summary 10) 


S 
Withdrawal/Completion |Reason for go 
as Phase ——_— ———| es 
S 


wn 
con VACCINATION —— Ay 
a 
See OPEN LABEL a’ 2@ x? id 
TREATMENT oO 90 
Conpiced REPEAT SCREENINGS ppm a2. 
Completed OPEN LABEL e (\2 ° 
TREATMENT \\0 


& 
we 
r oe 
o 
Narrative Comment a0 0 
Subject re 4-60 -year-old Ppp.) with a pertinent medical history of 
Noe , received Dose 1 on ppp) and Dose 2 on ppp (Day 23). 


In accordance with ago allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed thaithe subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


4 (Day 168), Ppp) (Day 189), and ppp) (Day 521), respectively. 


ooithhant medication received within 2 weeks prior to the onset of the spontaneous pneumothorax, subcutaneous emphysema, bronchopleural fistula, 
i onary embolism, and infectious pleural fusion included ra! 


The subject suffered a spontaneous right pneumothorax on ppp), 140 days after receiving Dose 5 (third dose of BNT162b2). 


On ppp) (Day 661), the subject developed dyspnea (functional class IV) and severe right chest pain (intensity 9/10). On ppp) (Day 664), the 
subject was brought to the emergency room because of a ongoing symptoms. On ppp, a chest x-ray revealed an image consistent with a right 
pneumothorax, and a right pleural drainage tube was placed. The subject was diagnosed with extensive subcutaneous emphysema and bronchopleural 
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Compound: PF-07302048; Protocol: C4591001 Page 60 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Narrative Comment 
fistula on ppp), 143 days after receiving the third dose of BNT162b2. The subject was treated with dose, frequency, and 
duration unknown) and FFP symptoms improved. On an unknown date, the subject verbally stated that a chest computed tamidSraphy (CT) scan showed 


iP 
a 


pulmonary bullae. The subject was hospitalized in the surgery department and was treated with for pain management. 


On ppp (Day 677), 156 days after receiving the third dose of BNT162b2, the subject developed sudden @yspnea and desaturation, and a CT scan of 
the chest showed bilateral pulmonary thromboembolism. The subject was treated with 2 a ERE. and 
on ppp | required oxygen via high flow nasal cannula. On ppp), an infesior vena\cava filter was placed. On the same day, a video- 


assisted thoracoscopic bullectomy was performed without any complications. The subi 
follow-up. On ppp, analgesic was adjusted because of pain. ase 


€ was ttsterred to the intensive care unit for postoperative 
a 

‘The subject developed an infectious pleural effusion on ppp 7, 1 fas ais ieceiving the third dose of BNT162b2. The subject was treated with 

following isolation of methicillin-sensitive Staphylococcus a iv in the pleural fluid. On ppp), the subject developed respiratory 
depression and desaturation, requiring mechanical ventilation for 24 hopis’ n ppp. the analgesic medication was readjusted for pain. On 

, the pleural drainage tube was removed. On (Day 695), a chest x-ray showed a bilateral alveolar interstitial infiltrate (4 
developed severe psychomotor excitation, de tion, poor ventilatory mechanics, tachycardia, and tendency to hypotension. On the same 

day (Day 695) at ppp, 4 experienced cardiorespiratoryarrest and did not respond to cardiopulmonary resuscitation maneuvers. The subject died at ppp) 
on ppp.) (Day 695). Per the death certinicas|' reported cause of death was a pulmonary thromboembolism. An autopsy was not performed. 


In the opinion of the investigator, there was sonable possibility that the spontaneous pneumothorax, subcutaneous emphysema, bronchopleural fistula, 
pulmonary thromboembolism, and inf jeus pleural effusion were related to BNT162b2, concomitant medications, or clinical trial procedures. Pfizer 
concurred with the investigator's equisa ity assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 61 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) Ane 
<\ 
Oo 
ot 
sor” 
ON 
eX’ 


Date of Birth Age at Enroliment (Years) ity? c=] 


ppp Present 
—_— hi 
— 
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Compound: PF-07302048; Protocol: C4591001 Page 62 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number 


VACCINATION 1 IBNT162b2 
VACCINATION 2 IBNT162b2 
THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


Acute myocardial 
infarction 


Start Date Start |Stop Date Stop |Duration 
(Study Day) Time |(Study Day) Time |(Days) 
ee ee 


Adverse Events 


Wy Fval Qu NOTRELATEDOTHER uniaow isfy 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
Oo 


Prohibited Concomitant Medications S oo 
No Prohibited Concomitant Medications or 
@ 


ow Withdrawal/Completion |Reason for 
Study Phase _ xe Date Withdrawal 


Completed SCREENING" pps  =~=—Si | 

Completed VAGEINATION ppp | 

Completed REPEAT SCREENING 3 [ppp =| 
ow’ TREATMENT 


Withdrawn FOLLOW-UP pp DEATH 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 113 
Reason(s) for Narrative: Death 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 


, a60-year-old with a pertinent medical history of 


, received Dose | onppp ————, Dose 2 on ppp) (Day 23), and Dose 3 onppp — (Day 43 Ay C 


Concomitant medications received within 2 weeks prior to the acute myocardial infarction included 
O 


The subject experienced an acute myocardial infarction on ppp), 234 days after spceiving Se 3, and died on the same day. 


The subject’s PRD — had last spoken to eed onppp . After unsuoentp ain nas Ha. a family member went to the subject’s house and 


found PPD dead on the PEDYG No additional details were provided. ee haere eitificate, the subject died on ppp) (Day 665), and the reported 
cause of death was acute myocardial infarction. An autopsy was not pe rmedS° 


In the opinion of the investigator, there was no reasonable possibility thaithe acute myocardial infarction was related to the study intervention, concomitant 


medications, or clinical trial procedures. Pfizer concurred with the )vestigator’s causality assessment. Per Pfizer, the event was more likely associated with 
the subject’s underlying risk factors, including 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group ne ae: BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


— 
Pp Preen ——_—| 
Pepa resem | 
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Compound: PF-07302048; Protocol: C4591001 Page 66 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group ve Se: BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


‘Vaccination Number Vaccine = =—Ss& Vaccination Date (Study Day) Time of Vaccination nt 
VACCINATION 1 BNT162b2 ppp) pp 


VACCINATION? ___[BNT16262 — — era 
THIRD DOSE BNTUG2H0 JBNTI6IN2 [Ce a 7 oc 


Adverse Events 
AE Brera Start Date Start |Stop Date Stop |Duration 
Number |SOC Investigator Text (Study Day) Time |(Study Day) Time |(Days) 
1 psycu pg oe 

2 |GENRL Injection site pain 


3 GENRL = |Pyrexia 
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
Oo 


Prohibited Concomitant Medications S oo 
No Prohibited Concomitant Medications or 


Subject Summary 


SGREENING 
VACCINATION 
REPEAT SCREENING 3 


OPEN LABEL 
TREATMENT 
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Compound: PF-07302048; Protocol: C4591001 Page 68 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Narrative Comment 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date Collected 
(Study Day) 


Medical History xO 


pep Pat 
pepe Past 
[pepe [Present 
[pepe [Present | 
pepe [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 70 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


Vaccination Number Vaccine = =——=s&| Vaccination Date (Study Day) 
VACCINATION | __[BNT162b2 pp) 


VACCINATION 2 IBNT162b2 


THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date Stop |Duration 
(Number |SOC Term Investigator Tex: (Study Day) Time |(Study Day) Time |(Days) 
x a 5S) oe a 75) || 


Adverse Events 


AE Toxicity |to E ye 
Number |Grade Subject;/SAE AE Still Present? |AE Related To: 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Page 71 of 113 


INonstudy Vaccines 
No Nonstudy Vaccines 


Subject Summary 


Withdrawal/ 
Status Study Phase Date So 


Completed SCREENING A) 
Completed VACCINATION " 
Completed IREPEAT SCREENING 3 


leti ai 
AS 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


10) 


Narrative Comment 
Subject , a 60-year-old 


e 


with a pertinent medical history of 


received Dose | on ppp —, Dose 2 on ppp (Day 22), and Dose 3 on ppp (Day\4 19). 


Concomitant medications received within 2 weeks prior to the cardiac arrest included 


. 5 
On ppp, the subject was involved in a and suffered ax fh det dislocation and right tibia and fibula fractures. The 
subject required a splint and was treated with unspecified . On ppp ~, osteosynthesis of the fractures was 
performed without any complications. @ xO 

eC, 
The subject suffered a cardiac arrest on ppp), 336 days after reckiving, e 3, and died on the same day. 


The subject’s death information was reported by PRD when the siteevhtacted PPD for follow-up. It was unknown if an autopsy was performed. Further 
details were not provided. x 


In the opinion of the investigator, there was no reasonablesosibilty that the cardiac arrest was related to the study intervention, concomitant medications, or 
t 


clinical trial procedures. Pfizer concurred with the ijvestigator’s causality assessment. Per Pfizer, the event was more likely related to the 
and the subject’s underlying diseases o(®DI (ill iil ll and history of pe 
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Compound: PF-07302048; Protocol: C4591001 Page 73 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


@» Date Collected 
Height Weight BMI 9 (Study Day) 
kg ikin2 


mke pai Kem 


Medical History 


Investigator Text 2 IMedDRA Preferred Term Start Date Disease Status 
PP Present 


PDN [Present 
pepe Pat 
pPpN [Present 
ppp 


Present 
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Compound: PF-07302048; Protocol: C4591001 Page 74 of 113 
Reason(s) for Narrative: Death 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppHyyyyy) Ra aa 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—Ss Vaccination Date (Study Day) Time of Vaccination 
VACCINATION! Placebo =i) ye 


VACCINATION 3 IBNT162b2 
VACCINATION 4 IBNT162b2 


Adverse Events 


AE IMedDRA |MedDRA Preferred \ Start Date Start |Stop Date Stop |Duration 
(Number |SOC Term i (Study Day) Time |(Study Day) Time |(Days) 


Adverse Events 


5 \Subje 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 
Narrative Comment 10) 
Subject ,a 60-year-old with a pertinent medical history of 


, received Dose 1 
on ppp and Dose 2 on ppp) (Day 22). ‘| S 
ONY 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the ie Ras eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first ands cond doses of BNT162b2 on ppp) 


(Day 150) and ppp) (Day 170), respectively. e> 3° 


Concomitant medications received within 2 weeks prior to the subject’s sudden deathXSch agd 


The subject died on ppp), 87 days after receiving Dose 4 (second dose of BNT162b2). 
On the morning of ppp 7) (Day 257), the subject was feelingweft and was asymptomatic. isi went to bed at around RPD PM. Later, tsb heard a 
noise in the room and found the subject unconscious. i iately called the emergency system, and the physician found the subject without any vital 
signs. Cardiopulmonary resuscitation was performed butavas unsuccessful. The subject was pronounced dead the same day (Day 257). Per the death 
certificate, the primary cause of death was , secondary cause of death was heart failure, and the final cause of death was cardiac arrest. 


[An autopsy was not performed to determine the ssible cause of death. 


no reasonable possibility that the sudden death was related to BNT162b2, concomitant medications, or clinical 
. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, the event was most 
with the subject’s underlying conditions. 


In the opinion of the investigator, therey 
trial procedures but rather was relate@ to 
likely coincidental and associ 
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Date Collected 
(Study Day) 


[ppp Present 
pom Past 
ppm frase 
[ppm Present 
[ppp [Present 
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Unique Subject 1D: pppillllllillliiiiaills Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


‘Vaccination Number Vaccine 
VACCINATION 1 BNT162b2 
VACCINATION 2 BNT162b2 


Adverse Events 


IMedDRA |MedDRA Preferred 
T 


erm 
1 INEOPL [Benign gastrointestinal 
neoplasm 


IHEPAT  |Cholangitis 


oO 
a0 
INJ&P — |Craniocerebral inj ity 


5 VASC Deep v i@thirombosis 
eee | 


oS 2 


7 NEO P Pancreatic carcinoma 

. metastatic 
I" |GASTR _ [Pancreatitis acute 
)__[inrec 


INJ&P Subdural haematoma 
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Unique Subject 1D: pls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) ae 


Resolved (BPH) 


Resolved (ppp yy) 
6 IN IN'_[Resolved (ppp) [NOT RELATED/QRNER: unknown 
7 frcrw__Y_ [Fatal @ppe) [NOT RELATED/OTHER: unknown 


REG ED/OTHER: gallstones 2 


63 IN 
prow [Resolved (ppp) [NOP RELATED/OTHER: cholangitis 


Investigator Text Start Date _|End Date Route sid 
| ppp ONGOING 


Zz ONGOING 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 


INonstudy Vaccines S of 
No Nonstudy Vaccines or 


Subject Summary 


& 


ed _x\0 
'Withdrawal/Completion«|Reason\to ~ 
PEON 0°" 30" 

OQ 


So RN 


Narrative Comment 


2) 
Subject | ax} syear-old with a pertinent medical history of 


, received Dose 1 on ppp and Dose 2 on 
(Day e Ye ~ 
Concomitant cations received within 2 weeks prior to the onset of the metastatic pancreatic adenocarcinoma, deep vein thrombosis (DVT), cholangitis, 
craniocerebfal injur , Sepsis, and subdural hematoma included 


for bilateral lower limb DVT. 


the subject experienced abdominal pain and loss of appetite since PPD), The abdominal pain was resolved with PRD). During a 
gastroenterologist appointment, a blood test was performed (dates and results unknown) and the subject verbally stated that the blood work was 
unremarkable. 


The subject was diagnosed with metastatic pancreatic adenocarcinoma on ppp), 116 days after receiving Dose 2. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) rs S 
Se x\ 

ow 


Narrative Comment Va 

On ppp 4, a renal and vesicoprostatic ultrasound showed 2 cortical cystic images of 34 mm and 13 mm and an abdomipad ltrasound revealed a 
12-mm long hypoechogenic nodular image in the right lobe; pancreas was normal in size, shape, and echogenicity; the rigke Suprarenal gland showed a 
15-mm nodule. @ 


On ppp), an enhanced abdominal and pelvic computed tomography (CT) scan revealed small slightl @Otbnse images with diffuse borders in the 
hepatic segments IVa and VII and the uncinate process of the pancreas. These images were not seen 0 ak vous chest CT scan without contrast, which 
was done on ppp). Diffuse border hypodensity was noted in the hepatic segments WAVIII. Math etric nodular hypodensity images in both adrenal 
glands were suggestive of adenomas, and the subject consulted"? hepatologist. On geo. gw cholangioresonance and enhanced abdominal magnetic 
resonance imaging (MRI) showed solid focal liver lesions, the major one of whick W S omse ment VII of approximately 32 mm of maximum diameter. On 
the inferior sector of the uncinate process, an area with regularly defined maggitis ‘approximately 38 mm suggestive of necrosis or cystic transformation 
was noted. The lesion was in intimate contact with the adjacent superiapmese artery with more than 25% compromise of its circumference. There 
was no ectasia of the main pancreatic duct. Cystic images of communicati ith the main pancreatic duct were found on the anterior face of the pancreatic 
body with a maximum diameter of approximately 6 mm and 5 mm. Aabt er similar image was noted on the anterior face of the pancreatic head with a 
maximum diameter of approximately 7 mm. Evidence of prior, cystectomy; the intra and extrahepatic biliary tract were nondilated. Nodules in both 
adrenal glands were compatible with adenomas (approxim 5 mm and 19 mm maximum diameter on the right and left, respectively). A possible 
diagnosis included pancreatic neoplastic lesion with s ary hepatic lesions and imaging criteria of unresectability. 


On ppp, the subject informed the site bauit the suspected pancreatic carcinoma with liver secondaries. On ppp), a CT scan and biopsy of the 
lesion were scheduled. decreased appetite and abdominal pain persisted and worsened while lying down. The subject was treated with 


Soe required. lost weight from ppp kg onppp ———s to _~__s kg (current weight). Onppp == ,_~——s underwent an 
enhanced chest, ale pelvic CT scan, and the results were unknown. According to a follow-up call on ppp, the subject’s abdominal pain 


continued with analgesta required. On | presented to the emergency room (ER) because” abdominal pain worsened. was admitted and 
received PD eo verbally confirmed that al abdominal x-ray was unremarkable and abdominal ultrasound remained unchanged 
from previous studies. Results of blood tests were unremarkable. On ppp.” underwent a biopsy of the lesion without complications. After the 


proceduite, was taken back to the first hospital. a was discharged from the hospital on ppp) on 
S was provided. 


and no discharge 


nS O° }0n PPD > a oncologist reported that the biopsy result was consistent with metastatic pancreatic carcinoma in both lesions (pancreas and liver). 
aX Owing to continued pain, on , met with a pain specialist, who prescribed 


. The subject’s abdominal pain improved 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


Narrative Comment 
slightly. On , the subject started receiving 


. It was planned to repeat the studies after 3 months sot esevaluation of treatment. 


The subject developed DVT on 294 days after receiving Dose 2. On ppp) (Day 315), | By eid to a local clinic and was 
treated with for DVT. Upon admission, a physical ence d 4/6 edema in lower limbs with a 
positive Godet sign bilaterally; there was no alteration in color or temperature. The peripheral pulses wer® ae bee blood test results showed 
hemoglobin of 9.6 g/dL, leukocytes of 11110/mm’, platelets of 86000/mm’, ae a0 of Th? ctivated partial thromboplastin time of 31, albumin 
of 2.8 g/dL (normal ranges and some units not reported). On the same day (Day 319% Noe ultrasound revealed multiple hypoechoic images of 
secondary aspect, most of 28 mm in segment VI of the liver. At the head of rns sy choic mass of poorly defined borders of 65x44x55 mm was 
seen consistent with previous reports. @ & <o™ 


On ppp, a venous echo-doppler of lower limbs revealed thrombosis ia\both popliteal veins and both posterior tibial veins. On the same day, a 
transesophageal doppler echocardiogram revealed basal int yest Pea hypertrophy with left ventricular remodelling. Mild tricuspid insufficiency 


was also noted. condition improved without complications 5 Ribject remained hospitalized. ia underwent PPD on ppp) without 
Be ey gees C 


complication; therapy was continued. It d to discharge za from the hospital with outpatient care. 


On ppp, the subject revealed that ia did not Rael so ia last oD | regimen could not be completed. aad did not specify the details. 
The subject developed cholangitis, craniocereh jury sepsis, and subdural hematoma on ppp), 322 days after receiving Dose 2. 


On ppp) (Day 343), the subject oe mitted to the hospital after falling and suffering head trauma. Upon admission, a was normotensive and had 
jaundiced skin and mucous merges edematous ascitic syndrome, me was eupneic with rales mostly in the right base, afebrile, and lucid. 


advanced di: ep it was decided not to continue with oncological treatment. ne underwent biliary tract drainage with palliative intention. | 
received ang coagulopathy improved. On an unreported date, a repeat brain CT scan showed parieto-occipital subdural collection consistent 
with the geen a. A Doppler ultrasound of the lower was consistent with deep vein thrombosis with distal extension, without suprapatellar 
involveme e subject’s es was restarted after discussion with the hematologist. On an unreported date, an abdominal 
nea sowed heterogeneous liver parenchyma with multiple focal lesions, most of which were 8 cm in segment VII. Dilated hepatocholedochal duct 

ofc (maximum diameter) up to the intrapancreatic portion was partially visualized. Intrahepatic biliary tract was not dilated. Partially visualized 

Oancreas, solid, hypoechoic, and ill-defined image at cephalic level. A CT scan of the abdomen revealed increased size of the mass and neoformative 
pancreatic nodules, increase in the number and size of retroperitoneal and locoregional adenomegalies, progression of pulmonary and hepatic secondaries, 
and bilateral pleural effusions and ascites. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1307 


0901 77e19e02d7c1\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 83 of 113 
Reason(s) for Narrative: Death 
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Date of First Dose: ppp); Date of Last Dose: ppp) Ane 

ox 


Narrative Comment Re 

On ppp), home care was requested, and was discharged on . The symptoms and signs were attributed toca er progression; the 
coagulopathy and cytopenia were stated to be known side effects of and hypercoagulable state. es 

On ppp. ial was admitted to the hospital for palliative care. The subject remained hospitalized until (Day 357) when died. 


The subject’s deep vein thrombosis was ongoing at the time of death. The cause of death was reported to eGiogression of metastatic pancreatic 
adenocarcinoma leading to multi-organ failure and cardiac arrest. An autopsy was not potoaned. Xo 


Xe 
In the opinion of the investigator, there was no reasonable possibility that the metastatj fae eafi adenocarcinoma, deep vein thrombosis, cholangitis, 


craniocerebral injury, sepsis, and subdural hematoma were related to the study inter tiop ncomitant medications, or clinical trial procedures. Pfizer 

concurred with the investigator’s causality assessment. Per the investigatorathe d n thrombosis was related to the hypercoagulable state secondary to 

cancer, whereas the craniocerebral injury and subdural hematoma were teditosthe fall. 
‘a 
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Vital Signs - Baseline oe 


Date Collected 
(Study Day) 


4X 


Investigator Text oe IMedDRA Preferred Term Start Date Disease Status 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—__—s[ Vaccination Date (Study Day) Time of Vaccination 
VACCINATION |____[BNT162b2 Oo on 
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Unique Subject ID: ppp yy) Country: 
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Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Study Vaccination(s) 


S 
Vaccination Number Vaccine = =—=——S—SsS( Vaccination Date (Study Day) ‘Time of Vaccination —__ Low 
VACCINATION 2 ___[BNT16202 Ts 
THIRD DOSE BNT16202 [BNT16202 Te ha 


ow 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 
1 


INEOPL {Adrenal adenoma 


ONGOING 1 


pppoe 478) 
2 [BLOOD [Anaemia ppp 495) pppsloNcornc{ | OB 
3 WVASC Aortic arteriosclerosis ppp 478) |pppaloNGornG]| | fh | 


a sad pepe | 
hyperplasia QO 9° 

5 [HEPAT _ [Bile duct stengsis” [ppp 472)[pppyloNcoinc| | RT 
6 [HEPAT [pite auattone pep @72)pppilonconc| | __b _ 
7 HEPAT _[iaokangitis ppm S13) pppyloncowc]| | 
8 [NY gO fiver san pppmam 78) pppilonconc] |__| 
9 {NEOPL _ [Pancreatic carcinoma pppm 486 pppyloncowc] [| BT 
Qe [INFEC_ [Septic shock pppoe G13) pppyloncowc] | 
VU 


oe 


AW? 
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Unique Subject ID: ppp Country: eo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) ne’ 


Date of First Dose: ppp); Date of Last Dose: ppp) aoe 


Ee SAE |Present? |AE Related To: 


HIN. IN” [Yes [NOT RELATED/OTHER: unknown 
2 [rcvrcN|y_ [Yes [NOT RELATED/OTHER: unknown 
3B IN. IN. [Yes [NOT RELATED/OTHER: 
Yes [NOT RELATED/OTHER: 
NOT RELATED/OTHER: 
6s frc/TCN|Y fYes [NOT RELATED/OTHER: 
pw iy Fatal) |NOT RELATED/OTHER: ¢ 


pf ye ores tne fr 
10 [wy frat) NOTRELATEDIOTHER: pb iY 
co Y 


INonstudy Vaccines 


Investigator Text WHO Drug Preferred Term Start Date 
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Unique Subject ID: ppp yyy) Country: 
Vaccine Group ve Se: BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Subject Summary 


Withdrawal/Completion {Reason for | 
Status oe cE Phase Date aC sivas Ro 


Completed 


Completed [VACCINATION ee 
Completed |REPEATSCREENING3 ppp O_o SSSCSC~™ 
ree OPEN LABEL a 

TREATMENT we 


Wihdrawn (FOLLOW-UP 


Narrative Comment 
a>75-year-old PPD) with a pertinent medical history of 
), received Dose on ppp, Dose 2 on ppp) (Day 19), and Dose 3 on ppp (Day 417). 


On PPD | aah) 2), the subject complained of non-specific abdominal pain, jaundice, skin pruritus, and choluria, for which™ eventually went to ia 
iagnosed with choledocholithiasis (bile duct stone) and choledochal stenosis. The physician requested an abdominal ultrasound that 


Dane Ppp. and it showed no abnormalities in the liver, gallbladder, kidney, spleen, or pancreas; however, the lower end of the biliary 
ved a 10-mm lithiasis image. On ppp) (Day 478), a computed tomography scan of the abdomen and pelvis showed marked distension of 


images in its interior were noted. The common bile duct reached approximately 15 mm in diameter without evidence of focal images. The uncinate process 
of the pancreas reached 3.5 cm in diameter, presenting an alteration of the adjacent fat density. The body and the caudal portion of the pancreas had 
preserved morphology and density. There were hypodense focal images at the level of both hepatic lobes, the largest of them towards segment IV of 2 cm 
in diameter. A focal hypodense image of approximately 2 cm in diameter was seen located in the topography of the left adrenal gland, compatible with 
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Unique Subject ID: ppp; Country: 
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Date of First Dose: ppp); Date of Last Dose: ppp) Ane 

ox 
Narrative Comment O 


adenoma. Calcifications of the atheromatous aspect were noted at the level of the abdominal aorta and both iliac arteries. Ther vere no retroperitoneal 
adenomegalies. Examination of the pelvis showed an enlarged and heterogeneous prostate gland with small associated caleifications imprinting the bladder 
floor. The urinary bladder presented a little distension. Laboratory results on ppp) (Day 478) were abnorma with alanine aminotransferase (ALT) 
at 656 IU/L (normal range [NR]: <40 IU/L, aspartate aminotransferase (AST) at 281 IU/L (NR: <38 IU/L), a aline hosphatase (ALP) at 1554 IU/L (NR: 
90-300 IU/L), direct bilirubin at 16.31 mg/dL (NR: <0.2 mg/dL), indirect bilirubin at 3.63 mg/dL (NR: <0 /dL) and total bilirubin at 19.94 mg/dL (NR: 
<1 mg/dL); anti-hepatitis A antibody, hepatitis B surface antigen, and anti-hepatitis C antibody were a normal limits. Blood test results on the same 
day (Day 478) showed hemoglobin (Hgb) of 13.1 mg%, hematocrit (Hct) of 39.2%, le ke@ytes at 820 /mm+, neutrophils at 73%, lymphocytes at 20%, 
platelets at 240,000/mm:? and erythrocyte sedimentation rate of 77 mm (NR: <15 ae {So glycemic with glucose at 113 mg/dL (NR: 70- 
110 mg/dL) along with a cholesterol of 316 mg/dL (NR: <200 mg/dL), low-depsiy Ii ep in of 198 mg/dL (NR:<130 mg/dL), and triglyceride at 

254 mg/dL (NR: <170 mg/dL). On the same day (Day 478), the subject iagnwsed with concurrent left adrenal adenoma, aortic arteriosclerosis, and 
benign prostatic hyperplasia. The subject was prescribed from an unknown date. 


On ppp), a magnetic resonance cholangiopancreatography wasg)d formed, and the result confirmed dilatation of the intrahepatic and extrahepatic 
biliary tract. Small hypointense focal images in T1 and hyperi in T2 at the level of both hepatic lobes, which was compatible with cysts, were noted. 
On ppp, the subject had the same symptoms, presesiteé fever (temperature unknown), and was hospitalized for clinical control and treatment. 
During hospitalization, a COVID-19 test was performed Wi h negative results. 


On ppp | (Day 486), the subject was h paialized to undergo an endoscopic retrograde cholangiopancreatography. The procedure was successful, 
and the subject remained clinically stable 8 per the surgical report (on ppp), the subject presented a neoplastic ulcer in the upper supra-papillary 
knee with evidence of bleeding. Nowa papilla, bile duct with terminal stenosis, and proximal dilatation were noted. Endoscopic papillotomy was 
performed and a stent of 10x12 erwas placed. a was eventually diagnosed with pancreatic carcinoma on the same day (Day 486). As per another 
surgical report on PPD co-t first stent was in a good position, and another stent was placed in a shotgun tube with the previous one permeable. There 
was no great LN og ation of the biliary tract, which bled easily at the contact of the papilla and duodenal ulcer. The subject was discharged on 

, singe ‘th abdominal pain resolved, and was feeling well. Other symptoms like jaundice of the face and sclerae, face pruritus, and choluria 
persisted. cow 


Th subjects a reported that the subject had another blood test on ppp) (Day 495), which led to the diagnosis of anemia by the surgeon (no results 
aseilabley, who prescribed . On ppp, a control blood test was performed, which revealed Hgb of 7.20 g/dL, Hct at 


dO 22.7%, leukocytes of 9,800/mm~”, neutrophils at 76%, lymphocytes at 20%, cholesterol of 298 mg/dL, AST at 180 IU/L, ALT at 251 IU/L, ALP at 


2850 IU/L, and total bilirubin at 10.50 mg/dL. The next day (ppp), the subject experienced asthenia and FPP physician suggested a red blood cell 
transfusion based on the laboratory results; a received the transfusion and was discharged on the same day from the clinic. On ppp 7, the subject 
was febrile (temperature not reported) and took . On , the subject was taken to the emergency room with increased 
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Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


asthenia and muscle weakness and was admitted due to the anemia (reported on [Day 495]). On ppp 0, hewObject was discharged. 
However, on ppp, the subject was readmitted in the intensive care unit (ICU) as ~~ asthenia worsened. <o® 


The subject was diagnosed with cholangitis and septic shock on ppp), 96 days after receiving Dose 3. am 


On ppp) (Day 513), the subject was hospitalized because of choledochal stenosis due to pancreatic, née carcinoma, wherein 2 polyvinyl! chloride 


stents were placed. The total bilirubin decreased from 50 mg/dL to 6.4 mg/dL. r of 


\ 
On ppp) (Day 513), an abdominal ultrasound scan revealed dilatated intrahe doing eethept biliary tract, choledochus of 19 mm with 
echogenic content and catheter inside, pancreas with a hypoechoic layer at the copia lexg), nd heterogeneous nodular image of 61x37x46 mm 
compatible with pancreatic blastoma. No intra-abdominal fluid collections were o saved. The laboratory test results on the same day (Day 513) included 
hematocrit of 27%, leukocytes of 18,700/mm*, neutrophils of 80%, lymphocyt 8%, platelets of 18,7000/mm?, ALP of 1106 UI/L, AST of 28 UI/L, 
ALT of 53 UI/L, amylase of 117 U/L, direct bilirubin of 4 mg/dL, total bikatbin of 6.4 mg/dL (NR not provided). The subject remained in the ICU. 
reported that the subject was in poor condition due to a locally advanced tumor. The subject died on ppp) at ppp’, and the cause of death was a 


[pancreatic tumor which led to cholangitis and septic shock. All-tite vents were ongoing at the time of the subject’s death. An autopsy was not performed. 
& 
In the opinion of the investigator, there was no reasonabledssibility that the cholangitis and septic shock were related to the study intervention or clinical 


trial procedures. Pfizer concurred with the tnvestiogl? s causality assessment. 
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Unique Subject ID: ppp Country:PPD oo 
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Date of Birth Age at Enrollment (Years) [Race Bthnicity” 


Date Collected 
(Study Day) 


MedDRA Preferred Term Start Date Disease Status 
a 
ppp Present 
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Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


: 
VACCINATION | [Placebo ———~ipppuNS 
VACCINATION? [Placebo __—ipppis 2) 


THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


AE —__|[MedDRA |MedDRA Preferred oO 
Number |SOC Investigator Text 


Ht [MUSC Psoriatic arthropathy 


Adverse Events 


AE Still inati 
SAE |Present? |AE Related To: [Number 
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Unique Subject ID: ppp ms Country:PPD oO 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) : ane - 
Date of First Dose: ppp); Date of Last Dose: ppp) An? * 
BRS SS SSS SSSR SSS SSS SS SSS SS SS SSS SSS SSS SSSR SS SSSSR SSE : 

yor" 


Prohibited Concomitant Medications a of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 


Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 113 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 wg, 1 Dose) woe 


Subject ppp I, a 30-year-old ppp, with a pertinent medical history of ceived Dose | on 
and Dose 2 on ppp) (Day 22) ot 


Concomitant medication received within 2 weeks prior to the onset of the psoriatic arthropathy includedPPD 9 
\o 


The subject was diagnosed with psoriatic arthropathy on ppp), 37 days after receiving Dose 2. _ @ 


On an unspecified date, the subject was asymptomatic and came to the site for the 1-m nb ost BES 2 visit and had FFP blood drawn for the 
immunogenicity assessment. After a few days, the subject developed swelling an eae in oni elbow that made it painful to externally rotate the elbow 
joint. About a week later, the subject experienced pain and swelling in right rt, AAS ly the dorsum of the foot and the second and third toes. iid 
also developed pain and swelling of the left index finger in the shaft are e ee al interphalangeal (PIP) joints. The swelling was present in the 
morning and abated at night. The subject had no fever, chills, or night SWeats,e no other joints were involved. also had no prior history of arthritis or 
tenosynovitis and no recent history of urethral pain on urination, but Bssts family history of 


On physical examination (date not specified), the subject’s left bby was not warm or swollen, the index finger of the left hand was not swollen or tender 
to motion, the right foot was not warm but was swollen in @orsal area, the second and third toes were diffusely swollen (sausage toes) without pain, and 
there was no joint pain. There was no sign of a tick bi rash, and there was no adenopathy in the epitrochlear or axillary area. The site's clinical 
impression was tenosynovitis of the second and spoil ig toes, resolving tenosynovitis of the left index finger, and possible tenosynovitis of the left elbow. 
Laboratory test results showed an erythrocyte’sedimentation rate (ESR) of 2, C-reactive protein (CRP) of 0.168, white blood cell (WBC) count of 5.7, 
hemoglobin (Hgb) of 16.6, platelet co .61, and lymphocyte count of 1.0 (units and normal ranges were not reported for all); and rheumatoid factor 
and Lyme serology tests were beeive 


reactive arthritis. O , laboratory investigations showed a CRP of 0.777 and ESR of 14 (normal range: 0-20); cyclic citrullinated peptide, 


rheumatoid factog;and human leukocyte antigen B27 assay tests were all negative; and urinalysis was normal. On the same day (Day 107), the subject was 
prescibed DD USS lu On ppp, following treatment with oa. the subject reported improvement in the foot 
swelli continued to have swelling in the second and third digits of gat right foot, ing left index finger, and ing left elbow. The subject continued 


Ge significant joint pain in the left elbow and in the index finger, resulting in limited sports activities, but ™ continued to work. On ppp), x-ray 
sults of both hands and the right foot were normal. Since ia last visit to the site, the subject had several appointments with a rheumatology/immunology 
consultant and had undergone several laboratory tests; the most notable was the slight rise in ESR to 14 from a prior value of 2, as well as an increase in 
CRP to 1.53 from 0.168, with unremarkable complete blood count and basic metabolic panels. 


On ppp, the subject had an unscheduled visit to the site. At this visit, the swelling ing right foot and the second and third toes had resolved; | 
right index finger remained tender with movement of the PIP and distal interphalangeal joints; and” ~ left elbow was more symptomatic with increased 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) Ane 
<\ 
Oo 


pain, swelling, and limited range of motion. On ppp. the WBC count was 5.50, platelet count was 233.000 and Hgb was 16.3{units not reported 
for all); neutrophils were 70.6%, lymphocytes were 18.6%, and eosinophils were 2.2%; aspartate aminotransferase, alanine ami sferase, blood 
electrolytes, blood urea nitrogen, and blood creatinine were all normal. A left elbow x-ray result was normal. The subject fe oped several new patchy, 
scaly cutaneous lesions above _ right eyebrow, hairline, and scalp; and there were no cutaneous lesions on™ trunk grfe remities. The rheumatologist’s 
tentative clinical diagnosis was psoriatic arthropathy. As the subject had limited ability to carry out prior activiti e investigator assessed the psoriatic 
arthropathy as a serious adverse event of special interest. The subject was treated with 


The psoriatic arthropathy was ongoing at the time of the last available) port..0 


. CAN = . 
In accordance with the protocol allowance, the subject agreed to be unblinded to determi ‘ther ™ was eligible for receipt of BNT162b2. It was 
confirmed that” had originally received placebo; the subject therefore recei athe , Second, and third doses of BNT162b2 on ppp 7) (Day 188), 


Vv 
(Day 208), and ppp) (Day 443). respectively. one oe 


In the opinion of the investigator, there was a reasonable possibility that the psoriatic arthropathy was related to the study intervention and clinical trial 
procedure (blood draw) but was not related to the concomitant mee n. Per Pfizer, the psoriatic arthropathy was not related to the study intervention, 
concomitant medications, or clinical trial procedures. eo 
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Date Collected 
(Study Day) 


Disease Status 
pep (Present 
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Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ow? 

\o 
Study Vaccination(s) S os 


Vaccination Number Vaccine = =—Ss&| Vaccination Date (Study Day) Time of Vaccination ¢\\ 
VACCINATION | ___[BNT162b2 popu) 
VACCINATION? __[BNT16202 "1 a ae ha 


Adverse Events 


| . Or | 

AE IMedDRA |MedDRA Preferred on” ee Start |Stop Date Stop |Duration 

Number |SOC Term Investigator Text me s udy Day) Time |(Study Day) Time |(Days) 
| pppipppmm 4) | 


Corneal irritation ()| 


2 GENRL {Shoulder injury related \ 
to vaccine 
administration yun 
Adverse Events 
AE Related To: 


Resolved (ppp) JNOT RELATED/OTHER: Contact lens wear |1 


a 
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Unique Subject 1D: ppppillllllliliiiialls Country: PPD 
Vaccine Group oe aseuaaial abies BNT162b2 Phase 2/3 (30 pg) woe 


Prohibited Concomitant Medications of 
INo Prohibited Concomitant Medications 


Subject Summary 


et etion |Reason for 
Status Study Phase Date @» Withdrawal 


Completed SCREENING a 
Completed VACCINATION ASS 


Withdrawn FOLLOW-UP PROTOCOL 
DEVIATION 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 

ox 


On ppp) (Day 24), after Dose 2 administration and late in the evening, the subject experienced pain in the whole of a left ra noted that the 
adhesive bandage from Dose 2 was very high on “™ arm and experienced some soreness of "~ upper arm with very limited rang¢of motion for the first few 
days and burning pain down PPP arm. Initially, also had a tingling sensation down PPP arm; however, this resolved. O , the subject had a 
sensation of numbness, which affected PPP arm and hand, with a loss of dexterity, notable when typing. The subject reported that“ condition was 
improving gradually, especially in terms of pain, but ij still had a significant limitation in range of motion and ily activities. On examination, ne had no 
obvious swelling, color change, bruising, or tenderness over the left deltoid. could raise ~~ left arm sai igbe than 90 degrees and with assistance 
could lift higher, but this caused significant discomfort; ial could not extend ™~ left arm behind | | baek @ell. The strength was noted to be 5/5. When 
moving ~~~ arm against resistance, al experienced pain down PPP arm and increased sensation 0) mess. The investigator reported a possible diagnosis 
of SIRVA. The subject was aware that the shoulder injury could be self-limited but las ome time and was considering physical therapy as an 
option. The investigator suggested a neurology consultation and discussed arr ments Ny hysical therapy. The subject was seen by a neurologist, who 
noted the following findings: motor function had normal muscle bulk and_ . Neapparent fasciculation or scapular winging was noted. Shoulder 
abduction was limited to 70 degrees, shoulder internal rotation was limited as well but was able to extend PPP left hand behind PPP back. The 
neurologist considered 2 diagnoses: SIRVA and immune-mediated pane xus neuropathy (Parsonage-Turner syndrome), noting that the clinical picture 
demonstrated components of both. An electromyography (EMG) was@eCtommended to determine if there was nerve involvement and, if so, to what degree. 
At the time of the neurological evaluation, the subject had started sical therapy. 


On ppp 9), a needle EMG of the left upper extripibr all muscles was performed and was reported to be unremarkable. The deltoid sample was not 
collected because of the suspected prior injury to thela a. It was reported that since onset, both the pain and limitation in range of motion had improved at 
this time; additionally, there was great improyenient in the shoulder and upper arm, but less so in the hand or fingers. The EMG results did not reveal any 
neurophysiological evidence of a left br: plexopathy, median dysfunction at the left wrist, ulnar dysfunction across the left elbow, or left cervical 
radiculopathy. On ppp), the vee considered SIRVA as the diagnosis, most likely based on the clinical improvement and the EMG result that 
did not reveal nerve involvements“The subject reported continued improvement, especially of the upper arm, with increased range of motion, but continued 
to experience decreased ea of the left hand. The subject was attending physical therapy twice weekly and reported satisfaction with the gradual and 
continued improve n , the subject reported that 5 weeks of physical therapy had been completed and that the improvement was 
significant, but was not back to"”~ usual state of health. Later, after completing physical therapy, pe felt much better and had returned to baseline 
state of healehi, nd the SIRVA was considered resolved on pppy 7) (Day 176). 


In eSSnion of the investigator, there was a reasonable possibility that the SIRVA was related to the study intervention and to a clinical trial procedure 

ccine administration), but not related to concomitant medications. Pfizer concurred with the investigator’s causality assessment. Per Pfizer, from the 
location of the band-aid, it appeared that the vaccine was erroneously administered into or near the shoulder joint capsule. As postulated in the medical 
literature, unintentional injection of vaccines into the shoulder joint synovial tissues may result in an immune-mediated inflammatory reaction causing 
SIRVA. 
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Medical History XO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
PPpM [Present 


Ppp [Present 
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‘Vaccination Number Vaccine = =——S—S—Ss| Vaccination Date (Study Day) Time of Vaccination a4 : 
VACCINATION 1 Placebo CO —“(;sté‘“téi 
VACCINATION 2 Placebo Cd) PN 


VACCINATION 3__JBNT16303 ee) OS 
VACCINATION 4 JBNT162b2 ———T ee 


THIRD DOSE BNT162b2 |BNT162b2 (351) 


Adverse Events 


Yas 
AE MedDRA |MedDRA Preferred eo Start Date Start |Stop Date Stop 
Number |SOC Investiga ite Text (Study Day) Time Time 


(Study Day) 
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Prohibited Concomitant Medications er? 


No Prohibited Concomitant Medications ee on 
oO 


WHO Drug Preferred Term Start Date 
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Unique Subject ID: ppp Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary of 


S 
Withdrawal/Completion |Reason for go" 
as Phase —— ———| es 
S 


AY! 
con VACCINATION —— oS 
Complced _REPEATSCREENINGT ppp 
See OPEN LABEL a’ 2@ x? - 
TREATMENT fe) 9° 
Completed __——REPEATSCREENING3 ppp aS ac 
Completed OPEN LABEL Or Ao? 
TREATMENT XO 


we 


Narrative Comment 


ae 
Subject ppp a<24-yearal d ppp with a pertinent medical history of , received Dose 1 on ppp) 
and Dose 2 on ppp) (Day 20). yor 


In accordance with the protocol alawance, the subject’sPPD agreed to be unblinded to determine whether the subject was eligible for 
receipt of BNT162b2. It \ nfirmed that the subject had originally received placebo; the subject therefore received the first, second, and third doses of 


BNT162b2 on (Day 71), ppp) (Day 94), and ppp) (Day 351), respectively. 


. a 
Concomitant medications received within 2 weeks prior to the onset of the myocarditis included PPD an 


since an unknown date) 


These bject was diagnosed with myocarditis on ppp, 3 days after receiving Dose 5 (third dose of BNT162b2). 


< 
O° On Ppp) (Day 351), the subject received the third dose of BNT162b2 and experienced reactogenicity symptoms, includi 


ding body aches, fatigue, low 
grade temperature, chills, and headache. On ppp) (Day 353), the reactogenicity symptoms subsided and |" felt better. Suna acetal 
(Day 354), the subject complained of joint pain and muscle pa oe arms, neck, and upper middle 


back). ~~ felt better after taking PPD and went to work, .On suffered intense pain and took 
more mB bo better but the pain was bothersome Be ersisted throughout the day. was able os ©) : Around PPD PM, 
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Unique Subject ID: ppp yyy Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Narrative Comment 

complained of indigestion (later described as left-sided chest pain). AtPPD PM, the subject was hospitalized due to intense'wain. During the 
hospitalization, an electrocardiogram (ECG) showed ST elevation suggestive of pericarditis. The subject’s laboratory testawsbii included elevated creatine 
kinase of 720 IU/L (normal range (NR): 30-200 IU/L), troponin I of 6.160 ng/mL (NR: 0.000-0034 ng/mL), blood esstire of 133/88 mmHg, heart rate of 
67 beats/min, respirations of 15 breaths/min, oxygen saturation of 98%, B-type natriuretic peptide of 69.4 pam : 0-85 pg/mL). Be chest x-ray was 
normal. aw 


The subject was transferred to the om hospital. ia was treated with aE ue ear for pain management and FPP 
symptoms were monitored. Onppp mb troponin level was 14.865 ng/mL a evel) 12.508 ng/mL (PM level), and 12.194 ng/mL (time not 
reported) and was diagnosed with myocarditis by the cardiologist. ia remained Ho talizéd Oo monitor troponin levels every 8 hours until they peaked. 
Before discharge, a was monitored until 2 troponin test results showed a egline. ‘Cardiac magnetic resonance imaging (MRI) was consistent with 
myocarditis. Left ventricular volume and function remained normal. Aa\échocardiogram showed normal ejection fraction and mild mitral regurgitation. 
The cardiologist felt that the mitral regurgitation was not related to myoc ra fis and was likely present for a while. BED COVID-19 immunoglobulin (Ig) G 
spike protein antibody was positive, COVID-19 IgM antibody was negative, and C-reactive protein (CRP) was 1.3 mg/dL (NR: less than 0.5 mg/dL). 
Laboratory results on ppp) were a CRP of 0.9 mg/dL ( Routes than 0.5 mg/dL) and troponin I of 19.178 ng/mL, 20.242 ng/mL (at""?A4M per PRD 
report), 21.619 ng/mL, and 18.244 ng/mL, respectively (NR\0434-0.000 ng/mL). On ; Ea ECG was abnormal with low right atrial 
bradycardia and ST elevation indicating pericarditis. mptoms began to improve, and rp laboratory results were CRP of 0.4 mg/dL, troponin I of 
14.310 ng/mL (at"™AM) and 9.662 ng/mL (at Wi. The subject was discharged from the hospital at AM. The subject had an intermittent increase 
in chest and back ain throughout the hospitat\stay and was treated with . On ppp 7, the subject’s PPD reported that 
the subject was feeling better but still fets\red. During the follow-up visit on ppp, an echocardiogram was normal, and the ECG showed T wave 
inversion, normal ST segments, and @ormal PR and QT intervals. The cardiologist examination revealed normal left ventricular systolic function. On 

(Day 454), the ti'ess test showed mild exercise impairment, which was consistent with the subject’s forced sedentary behavior. There were no 
ST segment changes or indications of arrhythmia noted. The subject recovered from myocarditis with sequelae on the same day (Day 454). A follow-up 
MRI 2 months aft illness was planned. Depending on the MRI result, an exercise stress test would be scheduled 3 months after the illness. On 
rs RI showed persistent, but moderately improved patchy enhancement of the left ventricle myocardium in similar distribution to previous 
and —— e and function of the left ventricle. No hypokinesis of the left ventricle was identified. There was an improvement in the late gadolintum 


enh ent. 
Ree 


In the opinion of the investigator, there was a reasonable possibility that the myocarditis was related to BNT162b2 but was not related to the concomitant 
medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject 1D: [Eilts Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Height 


ppp ke pp Ke/m2 


Medical History 


Page 104 of 113 


@» Date Collected 
Weight BMI 6 (Study Day) 


MedDRA Preferred Term Start Date Disease Status 


oe 
a oe 
a 
Pp resem ——_—| 
Pep Presen ——_—| 
a oe 
a 
a oe 
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Compound: PF-07302048; Protocol: C4591001 Page 105 of 113 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


N° Presee —_ 
a 
a 


Study Vaccination(s) 


0 


MedDRA Preferred Start Date Start 
umber |SOC _U|ie Investigator Text (Study Day) ‘Tim 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: pppyyyyyyys Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


AO x) 
Prohibited Concomitant Medications es oo 
No Prohibited Concomitant Medications ~~ 
0 


INonstudy Vaccines 


Investigator Text 3° |wHOo Drug Preferred Term 


Ly Withdrawal/Completion |Reason for 
Status Study Phase — — 


SCREENING 
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Start Date 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1331 


090177e19e02d7c1\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 107 of 113 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed VACCINATION 


, a 50-year-old 


right leg paresthesia. On ; had a nasal/sinus operation and received 
lower back pain and bila ower extremity pain that was described as shooting pain, worse on the right side. legs and parietal area of the scalp were 
associated burning pain. PED also reported tenderness in the bilateral inguinal area. The symptoms gradually developed over 
®past 3 weeks. The subject’s spine magnetic resonance imaging (MRI) was unremarkable; and the subject did not consult al primary care 
eurologist at that time. The subject denied any neurological or lower back problems. stated that when PPP began experiencing the 
sympiers, pain score was assessed as 8-9 on a scale of 10 for a couple of weeks and PED used Ea also reported that there had been a 
ignificant decrease ing level of activity. On ppp), during a follow-up visit with the investigator, the subject reported that the paresthesia and skin| 
initially, and 
continued to use 
able to function adequately despite persistence of mild (1-2/10 in severity) constant pain inf lower back and legs. The subject also reported that 
not noticed any exacerbating factors and denied any recent injury, travel, infection, or change in diet. On ppp), the subject reported that 
approximately 1 mile without any problem. Despite still not having an official diagnosis, the investigator opted to report this as an important medical event 
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Compound: PF-07302048; Protocol: C4591001 Page 108 of 113 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppyy/illlilililliis Country: PPD INN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) XN? 


Narrative Comment ne 
since symptoms had persisted and the subject believed the symptoms started closer to 5 weeks after vaccination, which was clos® to the 4-week 
postvaccination observation period. <r 


The site obtained the medical records from the neurologist and the subject was seen on ppp /). As per the nexlrOogist’s note, an MRI of the cervical 
spine performed several years before showed mild degenerative changes and spondylosis. The MRI of the lumbar spine performed recently showed 
“degenerative discopathy with small left central disc protrusion at T5-T6 with minimal indentation thee, 1@ac. No spinal cord compression, spinal canal 
stenosis, or neural foramina narrowing was observed. Multilevel hypertrophic changes of the facets Within the lumbar spine with no neural foramina 
stenosis was noted. An incidental finding revealed multilevel small hemangiomas in! cervical and thoracic vertebral bodies.” A neurological 
examination on the same day was normal, including gait and tandem walk. Tendgtht 38 wasn ted throughout the lower extremity musculature bilaterally 
and large mobile inguinal lymph nodes were palpable bilaterally. The lab« atory testpotdered by the neurologist were normal, including erythrocyte 
sedimentation rate of 15 mm/hour (NR: 0-20 mm/hour), C-reactive RN Q.3@ig/dL (NR: <0.5 mg/dL), Lyme antibody of 0.25 (negative less than 0.9; 
units not reported); antinuclear antibody was negative, serum protein electrophoresis was normal, and no monoclonal protein was seen. Imaging study 
reports were not available; the neurologist’s impression included possiile post-viral syndrome or an autoimmune process. There was no mention of concern 
for myelitis or any plan for further workup. The neurologist’s regOimendation was to continue ee . and follow up with the primary care 
physician if laboratory results were unrevealing. It was pl to have the subject return to the clinic to obtain a more in-depth history and possibly some 
laboratory tests as well as request reports of MRIs. Thevig t leg paresthesia resolved on ppp) (Day 288). 


In the opinion of the investigator, there was a re@onable possibility that the right leg paresthesia was related to the study intervention, but not related to 

concomitant medications or clinical trial oxedures. Pfizer did not assess the right leg paresthesia as related to the study intervention and considered that 

there is not enough evidence to estahighe cans relationship with the study intervention apart from a chronological association at the time of the report. 

Based on the information curren Pavailable, it was more likely that the right leg paresthesia was associated with the subject’s underlying known 
conditions. «© 
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Compound: PF -07302048; Protocol: C4591001 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp); Country: 


Page 109 of 113 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


MedDRA Preferred Term Start Date 


= 
Ppp Present 
pep Past 
ppp Past 
PPD} [Present 
PPD [Present 


pepe Presene | 
pepe [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 110 of 113 


Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


‘Vaccination Date (Study Day) Time of Va ccinat on 


VACCINATION 1 Placebo 


VACCINATION? [Placebo ——~—S—=i ps 2) 

VACCINATIONS —_[BNT16062_________ ppp 5) _.0° pops 

VACCINATION _[aNT1622__ ppp (790°. °° bppy 

THIRD DOSE BNTIOO? [BNTI622________ ppp @\4.cO° ppp 
© 


Adverse Events 

AE MedDRA eee Preferred Start Date Start |Stop Date Stop |Duration 

Number |SOC sor eee Text (Study Day) Time |(Study Day) Time |(Days) 
pees 4) | poe ais | P| 


2 EYE hea sg ONGOING 
mbithage 
ppp 274) | 


est rein 


pPpM 275) 
[—pxconc | J 
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Compound: PF-07302048; Protocol: C4591001 Page 111 of 113 
Reason(s) for Narrative: Related Serious Adverse Event 
Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppHyyyyy) Rat a 


Adverse Events 


Action i 
AE Toxicity |to inati ior | @ 
Number |Grade__|Subject SAE |AE Still Present? AE Related To: Vaccination 


DK fc Resolved (ppm [Study Treatment 


pf re ves Study Treatment 
bp IN __|N._ Resolved (apa | 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications x Oo’ 


Nonstudy Vaccines) 


No Nonstudy Vaetines 
aod 
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Compound: PF-07302048; Protocol: C4591001 Page 112 of 113 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ov? 
a “\' 

SS SS SS SS SS SS SS SS SS SS x 


x NK 
Subject Summary 10) 


S 
Withdrawal/Completion |Reason for go 
Study Phase —_" ———| es 
S 


SCREENING a 
con VACCINATION —— oS 
Conpieed REPEAT SCREENING ppp [a 
See OPEN LABEL n & yy 

TREATMENT OF 0 
Completed REPEAT SCREENING? ppp ae’ ad? 
Completed OPEN LABEL e aoe 

TREATMENT XO 
FOLLOW-UP — > 

& 
aw 
an 


> 


with a pertinent medical history of 
, received Dose | on ppp) and Dose 2 on ppp (Day 21). 


In accordance with theprotocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed thatthe subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


aDay vo a (Day 179), and ppp) (Day ae respectively. 


pronounced angioedema of both eyes at ppp |, followed by itching/tingling sensation in’ ~ throat, along with tongue heaviness/swelling. was brought 


On ppp | (Day 414), 30 minutes after taking aa last meal of the day, the subject TBD throat itching/tingling sensation of face/eyes. The subject had 


2 
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Compound: PF-07302048; Protocol: C4591001 Page 113 of 113 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
ox 
O 


Narrative Comment ne 


as a standard care for allergic reaction. The event angioedema resolved on 


(Day 415). There 
were no lifestyle habit (product/food) changes for the subject, nor did PPP report a previous allergic history. ita 


In the opinion of the investigator, there was a reasonable possibility that the angioedema was related to BNT162b2\but was not related to clinical trial 
procedures. Pfizer did not concur with the investigator’s causality assessment. Per Pfizer, a reaction to the fod ingested during the last meal was a 


reasonable alternative explanation. oe 
an \\e 

sn ak 
ae oe 

a 662 
e\s 

ye 

@ 

08 
Ne 
\s 
nro 
a 
<u 
9° 
ov? 
gr” 
we 
oe 
ow 
a 
Co 
et 
Rw 
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Compound: PF-07302048; Protocol: C4591001 Page 1 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


rae 
Medical History : S| 


e TT 
— 
pope [Preset | 
a 
—s cr 
popes [Present | 
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Compound: PF-07302048; Protocol: C4591001 Page 2 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


lpppmmmn Past 
epg) [Pat 


Study Vaccination(s) aw? co 


Vaccine = =—=—_—[ Vaccination Bate (Study Day) Time of Vaccination 


a\) 


DRA MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 
CC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) |Grade 


! mab 
pps 3) pppulonconc [| bp _| 


Transient ischaemic | 1 3 
attack 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group a canned Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


: aVa 
Resolved (Imm [Study Treatment se 


Prohibited Concomitant Medications yo 
INo Prohibited Concomitant Medications Ne 


INonstudy Vaccines 


Investigator Text =o WHO Drug Preferred Term Start Date 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 
Completed SCREENING a 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — ———| 


Completed [VACCINATION 


IREPEAT SCREENING 1 


FOLLOW-UP 


Narrative Comment 
a 70-year-ol with a pertinent medical history of 
, received Dose | on and Dose 2 on ppp) (Day 23). 


In accordance with the protocol allowaee, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject hie? originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 


(Day 59) and er itl 79), respectively. 


Concomitant medi bee received within 2 weeks prior to the onset of the transient ischemic attack (TIA) included 


Tie Subject suffered a TIA on ppp), 4 days after receiving Dose 4 (the second dose of BNT162b2). 


On the evening of ppp) (Day 83), the subject experienced slurred speech and dizziness followed by unsteady gait. All symptoms had resolved by the 
time the subject arrived at the emergency room. The subject had no history of similar symptoms, and PPD denied having any other symptoms, including 
headache, blurred vision, chest pain, shortness of breath, nausea, vomiting, diarrhea, weakness, or numbness in the extremities. The subject had no similar 
symptoms since the event. There was no known other cardiovascular risk factor, and it was unknown if the subject had a Holter monitor at any point. On 
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Compound: PF-07302048; Protocol: C4591001 Page 5 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ov? 

N 


was suspected, and the subject was hospitalized for further workup. The subject was treated with 

CVA. The subject’s echocardiogram showed no patent foramen ovale or shunt of thrombus. ay blood pressure wa 

57 beats/min. The subject’s laboratory test results showed a white blood cell (WBC) count of 3.5 K/mm? (no ange [NR]: 4.5-11.0 K/mm:*), a red blood 
cell (RBC) count of 3.82 K/mm? (NR: 3.65-5.03 K/mm?*), international normalized ratio (INR) of 0.95 (N ws a glucose of 86 mg/dL (NR: 


65-100 mg/dL), troponin T of <0.010 ng/mL (NR: 0.00-0.029 ng/mL), and blood urea nitrogen (BUN OF 4 mg/dL (NR: 7-17 mg/dL). The TIA was 
eY . ow 
CANS 
On ppp, magnetic resonance imaging showed no focal parenchymal lesion OF acus®themia A non-contrast CT angiogram scan of the neck 


showed no abnormality. The subject’s repeat laboratory test results showeda 
glucose of 96 mg/dL, cholesterol of 165 mg/dL (NR: 50-199 mg/dL), tr cen 


hospital discharge on , the subject started treagent wi 


considered resolved on the same day (Day 83). 
Son of 2.8 K/mm?, an RBC count of 3.68 K/mm3, INR of 1.01, 
P72 mg/dL (NR: 2-149 mg/dL), and BUN of 24 mg/dL. 


A neurology follow-up was scheduled on ppp), and,ofurther details were reported. 


In the opinion of the investigator, there was a reasgagbfé possibility that the TIA was related to BNT162b2 but was unrelated to concomitant medications or 
clinical trial procedures. Per Pfizer, there wand asonable possibility that the TIA was related to BNT162b2. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


MedDRA Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 7 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Ppp! {Present 
PPDc\ [Present 
be —PPreseme 


Study Vaccination(s) 


nate 
VACCINATION | [Placebo ipsa) 
VACCINATION? [Pavebo $1 
VACCINATIONS [BNTIow ppp 6) 


Stop Date S 
Time |(Study Day) Time 


Anaphylactoid reaction || 69) 1 (9) 
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp | Rac 


Adverse Events 


Lot tc YY JResolved (ppm [Study Treatments Ba 


CO 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Completed VACCINATION Ppp | 
Completed REPEAT SCREENING | ppp PS 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 
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Compound: PF-07302048; Protocol: C4591001 Page 9 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 

Unique Subject ID: ppp); Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


- 


Narrative Comment 


<\ 
oO 
Subject PPI a <24-year-old ___with a-péttinent medical history of 


, received Dose | on 


and Dose 2 on 


(Day 26). no 


In accordance with the protocol allowance, the sulkjeet’s agreed to be unblinded to determine whether the subject was eligible for 
receipt of BNT162b2. It was confirmed thgbte subject had originally received placebo; the subject therefore received the first dose of BNT162b2 on 


(Day 67). cp 


Concomitant medications receivécrwithin 2 weeks prior to the onset of the anaphylactoid reaction included 


The subject gxpatienced an anaphylactoid reaction on ppp, 2 days after receiving Dose 3 (the first dose of BNT162b2). 
Cc 
On (Day 69), at ppp, the subject developed hives on the left arm and self-administered 


AS 


at ppp”. Shortly after that, at 
developed shortness of breath. 28] denied any other symptoms and confirmed no exposure to allergens prior to these events. did not seek 
Omedical attention. The investigator considered the anaphylactoid reaction as life-threatening given the history of 
. On the same day (Day 69), the hives resolved at ppp) and the shortness of breath resolved around ppp |, and the 
anaphylactoid reaction was considered resolved. 
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Compound: PF-07302048; Protocol: C4591001 Page 10 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 


The subject was discontinued from the study intervention on ppp) | (Day 69) because of the anaphylactoid reaction. **_¢Ompleted the study follow- 
up phase on ppp ge 
In the opinion of the investigator, there was a reasonable possibility that the anaphylactoid reaction was related to. F162b2 but not related to Doses 1 and 
2 of the study intervention, concomitant medications, or clinical trial procedures. Pfizer concurred with the inyGtigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 11 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) Ane 
<\ 
Oo 
a> 
go 
“v 


Age at Enrollment (Years) [Race | Bthnicity Sex 


MedDRA Preferred Term Start Date Disease Status 


P 
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Compound: PF-07302048; Protocol: C4591001 Page 12 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Investigator Text MedDRA Preferred Term Start Date Disease Status | 


x 
O 


Q 
Vaccination Number__ [Vaccine 
VACCINATION 1 __ [Placebo pee 
pp) 


Fn 
IBNT162b2 \| 


VACCINATION 4 BNT162b2._ .< ~ 


Start Date Start |Stop Date 
ig (Study Day) Time |(Study Day) 
6 Hy [GENRL Injection site pain 4 
.S OP fmusc 
AX 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Fa 


3) 


Resolved (ppp) |Study Treatment 
ry \\s S 


Prohibited Concomitant Medications ~~ 


INo Prohibited Concomitant Medications ae) 


INonstudy Vaccines 


Investigator Text Xx ei WHO Drug Preferred Term Start Date 


Sibject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING rE 
Completed VACCINATION — | 
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ee) In the opinion of the investigator, there was a reasonable possibility that the myalgia was related to BNT162b2 but was not related to clinical trial 


Compound: PF-07302048; Protocol: C4591001 Page 14 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 


Completed REPEAT SCREENING | [ppp 


Narrative Comment >\> 
Subject ppp , a 40-year-old (éh2no pertinent medical history, recetved Dose 1 on ppp) and Dose 2 on 
(Day 24). NC 


ox 
In accordance with the protocol allowance, the subj treed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally rece ed placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 


(Day 177) and ppp) (Day 196), reap@etively. The subject received a nonstudy PPD on ppp 
The subject experienced myalgia 9g , 58 days after receiving Dose 4 (the second dose of BNT162b2). 


On ppp | (Day 2s4yahe subject developed mild generalized muscle pain, which gradually increased in severity over the following week to a 
maximum pain scal core of 10/10. was severely debilitated and unable to perform normal daily activities due to the pain. Ea denied other symptoms 
ymptoms list. On : diagnosed PPP with possible polymyalgia rheumatica and treated PPP with 
to an unknown date). On ppp), the subject added PPP symptoms to 
an e-diaty for potential COVID-19 illness. On ppp (Day 304), the pain scale score had reduced to 1/10, and the myalgia was considered resolved on 
thexsfime day (Day 304). 
q 


procedures. Per Pfizer, there was no reasonable possibility that the myalgia was related to BNT162b2. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1352 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject 1D: [Ey lllllllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Medical History xO 


Page 15 of 109 


a 


Ethnicity Sex 


Date Collected 
(Study Day) 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


po Present 
a 
ae 
en 
my resem ——_— 
a or 
pommes [Present | 
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


MedDRA Preferred Term Start Date 


———) 
| jr resent 


Study Vaccination(s) eb @ 


‘Vaccination Number Vaccine 


Adverse Events 99 


AE IMedDRA |MedDRA Pre erred Start Date Start |Stop Date Stop 
Number |SOC Term © v Investigator Text (Study Day) Time |(Study Day) Time 
1 |caRD__\Vgmiiuiararhythmia PPD bepemes co] bpp Gol | 
L- 
at 


Adverse Events’ 
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Compound: PF-07302048; Protocol: C4591001 Page 17 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
ox 
ot 


[Prohibited Concomitant Medications | cx 
No Prohibited Concomitant Medications eo 
S@ 


INonstudy Vaccines © 


Investigator Text WHO Drug Preferred Term > KV Start Date 


Subject Summary 


‘a 
Withdrawn FOLLOW-UP : WITHDRAWAL BY 
9? SUBJECT 
a 
Narrative Comment .. 


Subject | 2 a 70-year-old with a pertinent medical history of 
, received Dose | on ppp and Dose 2 on ppp) (Day 24). 


Soncomitant medications received within 2 weeks prior to the onset of the ventricular arrhythmia included 


The subject experienced ventricular arrhythmia on ppp, the day of receiving Dose 2. 
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Compound: PF-07302048; Protocol: C4591001 Page 18 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


On ppp) (Day 24) at ppp’, the subject’s pacemaker recorded non-sustained ventricular tachycardia (NSVT) with an avéfage heart rate of 
134 beats/min, lasting 8 seconds. On ppp) at ppp. the pacemaker recorded NSVT with an average heart rate i glee lasting 15 seconds. 
On ppp) at ppp”. the pacemaker recorded NSVT with an average heart rate of 164 beats/min, lasting 9 seconds,"On ppp) at ppp) and 

, the subject had 2 episodes of NSVT with average heart rates of 185 beats/min and 194 beats/min, lasti ABe onds and 8 seconds, respectively. On 

at ppp |, the subject had an episode of NSVT with an average heart rate of 174 beats/min, asin seconds. The subject reported fatigue and 

general malaise during the NSVT episodes. On ppp, the subject reported to the site that Bor 1enced subsequent episodes of ventricular 
tachycardia, as noted above, and that PPP cardiologist recommended placement of a defibeliator Ri vant laboratory test results on (Day 31) 
included troponin I, creatine kinase (CK), CK-MB, CK-MB index, sodium, potassin® Car dioxide, and anion gap. According to mb cardiologist, the 
CK-MB index result was within acceptable limits and the other test results weit 


* 


on . The ventricular arrhythmia was considered resolved on 


(Day 31). On ppp), COVID-19 polymerase chain reaoffdn mgleet ar test and SARS-CoV-2 immunoglobulin antibody test results were 
negative. An electrophysiology study on ppp) showed no evidehice of sustained VT/pmVT/VF (ventricular tachycardia/polymorphic ventricular 
tachycardia/ventricular fibrillation); however, brief paroxysms of pmy {were seen. No indication for an implantable cardioverter-defibrillator was 


observed. 


409 
On ppp ~~, the subject received a. a nonstud Pizer vaccine. 
The subject requested withdrawal from the study folloW up phase on ppp 7). 


In the opinion of the investigator, there was XeRonable possibility that the ventricular arrhythmia was related to the study intervention based on the 

temporal relationship since the arrhythnvias began within 24 hours of Dose 2 but was not related to concomitant medications or clinical trial procedures. Per 

Pfizer, there was no reasonable ibility that the ventricular arrhythmia was related to the study intervention. Additionally, Pfizer commented that there 

was not enough evidence to ‘Bligh a causal relationship with the study intervention apart from a chronological association at the time of this report. In 

the absence of evidence fgsan inflammatory response to the study intervention, it was more likely that the ventricular arrhythmia was associated with the 
conditions. 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 109 


Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date Collected 
(Study Day) 


Medical History 


ate 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
PDMS [Present 
. ppp Present 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: pppyy) Rat 


VACCINATION 1 [Placebo ppp) 
VACCINATION? [Placebo _———~—=~é Di 
Nacerwations—[pxieaig_ pm 30. 


THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


INFEC — |Appendicitis 


Start Date Start |Stop Date Stop 
(Study Day) Time |(Study Day) Time 


(55) (155) 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 21 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp 9) 


INonstudy Vaccines . am 
No Nonstudy Vaccines aw 


OPEN LABELQ\~ 


Completed RI SCREENING 3 
(SPEN LABEL 
TREATMENT 


FOLLOW-UP 
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Compound: PF-07302048; Protocol: C4591001 Page 22 of 109 

Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 

Date of First Dose: ppp); Date of Last Dose: ppp) An? 
ox 


Narrative Comment .@) 


Subject ppp, a <24-year-old ppp) with no pertinent medical history, received Dose 1 on PPD oo ‘and Dose 2 on 
(Day 21). 4k 


In accordance with the protocol allowance, the subject’s agreed to be unblinded to determina,whether the subject was eligible for 
receipt of BNT162b2. It was confirmed that the subject had originally received placebo; the subject therefore’reeeived the first, second, and third doses of 


BNT162b2 on ppp) (Day 131), ppp) (Day 152), and ppp) (Day 366), respectively. © 


e) 
The subject developed appendicitis on ppp), 3 days after receiving Dose 4 (the sera dgseibt BNT162b2). 


On PT pe (Day 155), the subject presented to the hospital with complains ttn pain (periumbilical; right flank) and vomiting. The subject 
ve 


described ~~ pain as moderate, achy, and crampy. The pain worsened up ent ind was relieved upon rest. An abdominal ultrasound scan showed 
findings consistent with acute appendicitis. BBB underwent an outpatient ppendsétomy procedure on the same day (Day 155). The histology report 
revealed the appendix of 7.5 cm in length and up to 0.8 cm in diameter. 0 


The subject was treated with 


On the same day (Day 155), the subject was dischar. edith a prescription for 
=) 
In the opinion of the investigator, there : Oc asonaile possibility that the appendicitis was related to BNT162b2 but was not related to clinical trial 


procedures. Per the investigator, reg ymphadenopathy might cause blockages to the outflow of the appendix, which traps fluids and causes 
inflammation that leads to appendicitis. Per Pfizer, there was no reasonable possibility that the event was related to BNT162b2. 


iN) 
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Compound: PF-07302048; Protocol: C4591001 Page 23 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


Date of Birth Age at Enrollment (Years) 


Pp So 


‘Vital Signs - Baseline 


Medical a 


a 
ppp) Present 
pep Present 
[ppp Present 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Medical History 


1@) 
Investigator Text MedDRA Preferred Term Start Date Disease Status | 
pep A fPresen | 


— O 
O 


Study Vaccination(s) a ; ® 
‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION | __JBNT1662 oe 


_— Events 


MedDRA ee Preferred)© Start Date cats Stop Date 
aes SOC > Investigator Text —a Day) — Day) 


GENRL = [Chills 


ee ous site erythema 
3 |GENREX [injection site pain 
4 |GBNRL [Injection site warmth 
ILymphadenopathy 
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Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 25 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


Duration |Toxicity 
ee (Days) |Grade [Subject |SAE|AE Still Present? 


a SET 
a a a on oo ——a 3 
566 brary _[Resoiveu ppp k 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 
Completed SCREENING ee 


Withdrawn WV ACCINATION 


Narrative Comment ; 
Subject ppp, 250-year-old ppp) with no\pertinent medical history, received Dose | on ppp) ing left deltoid. 


Concomitant medications received within 2 weeks prior to the- ASet of the lymphadenopathy included 


The subject was diagnosed with lymphadenopathyon ppp, 12 days after receiving Dose 1. 
On ppp) (Day 1), approximately ae 
), 


ce after Dose | administration, the subject reported mild injection site erythema, warmth, and moderate 
injection site pain. On ppp eDny ied reported mild chills. That same day (Day 2), the injection site erythema, warmth, and chills were 
considered resolved, and on (Day 3), the injection site pain resolved. On ppp | (Day 13), the subject reported discomfort ing right 
arm, shoulder, and chest regiétr, which described as feeling like a pulled muscle, even at rest. Additionally, the subject reported that Bea physician 
referred PPP to the regignal hospital emergency room (ER) for further evaluation. On ppp 7), the subject visited the ER, at which time ee right axilla 
was examined, anda ultrasound examination of the right axilla on the same day revealed at least 4 enlarged lymph nodes; the largest was 2.5x1.1x2.4 cm. 
The laborator(*tesults on the same day showed a white blood cell count of 7.0 K/L (normal range [NR]: 4.0-10.0 K/uwL) with 35.2% lymphocytes (NR: 
20% 40% >and an absolute lymphocyte count of 2.4 K/uL (NR: 1.0-4.0 K/uL). The subject denied any injuries, cuts, or puncture wounds to the right arm 

Fin It was reported that no other areas other than the right axilla were assessed for lymphadenopathy. The subject 

(on ppp) while in the ER for lymphadenopathy. A biopsy was completed on ppp) without 
issue. Onppp _, the subject communicated via telephone the results of aie workup, and the biopsy showed no markers for lymphoma or other cancer. 
Per the subject report, the oncologist considered the vaccine as the most likely etiology for ij lymphadenopathy. The lymphadenopathy was considered 
resolved on ppp) (Day 78). A follow-up oncological visit was planned in 3 months with a possible repeat of the axillary ultrasonography. The 
subject was scheduled to have a follow-up visit and ultrasound examination on ppp. 
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 7 

The subject was discontinued from the study intervention on ppp) because of the lymphadenopathy. completed thes dy follow-up phase on 
<o® 

In the opinion of the investigator, there was a reasonable possibility that the lymphadenopathy was related to the sey intervention but was not related to 

concomitant medications or clinical trial procedures. Per Pfizer, there was no reasonable possibility that the adenopathy was related to the study 


intervention. Pfizer considered that there was not enough evidence to establish a causal relationship wit the Study intervention apart from a chronological 
association at the time of this report. It was also noted that the subject received the study dnterventionwi the left deltoid and the lymphadenopathy was in the 
right axillary area. yO" ve 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Ageat Enrollment (Years) [Race Bthnicty Sex 


Vital Signs - Baseline no 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
& 


; 


‘Vaccination Number Vaccine = =———SsS Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 __[BNT16262 —)> = | 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp; Country:PPD Xe) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) we’ 
Date of First Dose: ppp); Date of Last Dose: ppp) 5 


Study Vaccination(s) 


Vaccination Number Vaccine = =——Ss| Vaccination Date (Study Day) ‘Time of Vaccination ap o* 
VACCINATION 2 __[BNT162b2 nn 
THIRD DOSE BNT162b2 |BNT162b2 ppp 393) 


Adverse Events 


AE MedDRA eis Preferred 
Number |SOC 


(Muse fate 


Adverse Events 


Investigator Text Text 


Start |Stop Date Stop |Duration 
Time |(Study Day) Time |(Days) 
ppp 73) pppi ppp 77 ppp 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 30 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


xe 
Nonstudy Vaccines ek 
[No Nonstudy Vaccines | ’ ~D 
AO 
o 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject ppp, a 40-year-old ppp) with no reported medical history, recetved Dose 1 on 
(Day 22), and Dose 3 on ppp) (Day 393). 


The subject was diagnosed with a myocardial infarction on ppp), 70 days after receiving Dose 2. 


On ppp, the subject presented to the emergency room with chest pain, numbness in the left arm, . The laboratory test results showed 
normal values of high-sensitivity troponin of 10.01 ng/L (normal range [NR]: 0-34.2 ng/L) ae creating phosphokinase-MB of 14 IU/L (NR: 0-24 IU/L) at 


that time. An electrocardiogram was normal; however, the high-sensitivity troponin valués 


poresimately after 4 and 6 hours were elevated at 139 ng/L and 
282.2 ng/L, respectively. cor \°) 


On ppp) (Day 92), the subject was hospitalized because of a non- ‘gelation inyocardial infarction, diagnosed by a cardiologist. A coronary 
angiography scan showed slow flow, and a plaque was detected in the léit Uesceading artery. On the same day (Day 92), the subject was started on treatment 
ity lee a ee SE REPRE 
Onppp (Day 92), the myocardial infarction was aa oe ved. Discharge information was not reported. 

In the opinion of the investigator, there was a reasonable possibiity that the myocardial infarction was related to the study intervention but was not related to 
clinical trial procedures. The investigator additionally s that it was difficult to state if the myocardial infarction was related or unrelated to the study 
intervention, as the subject described PPD as h with no cardiac disease, cardiac complaint, or coronary obstruction before the study intervention and 
no family history of heart disease. Pfizer ‘concur with the investigator’s causality assessment and considered the event was not related to the study 


di 
intervention, concomitant medications, agli trial procedures based on the finding of slow flow and plaque in the left descending coronary artery and 
the temporal latency of 2 months 8 days: 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, PPD 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date Collected 
(Study Day) 


x XO 


Investigator Text aes IMedDRA Preferred Term Start Date Disease Status 


Study Vaccination(s) 
‘Vaccination Number Vaccine = =———Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo sD) 
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 109 


Reason(s) for Narrative: Related Serious Adverse Event, PPD 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Vaccination Number [Vaccine Vaveination Date Study Day) [lime of Vaccination —__[ 
VACCINATION? [Pixcebo 23) 
VACCINATION 3 _[BNTIG200_________pppmms (1) ———sip) 


NRL 
GENRL 
IGENRY [Injection site erythema 
GENRL_| 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 109 
Reason(s) for Narrative: Related Serious Adverse Event,PPD 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group Le iasaunauaibioligd Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Nonstudy Vaccines 


Investigator Text WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, PPD 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Goin To oa Reason for 
Status Study Phase Date pate. ——— 


Completed SCREENING 


Completed VACCINATION al 
Completed REPEAT SCREENING 1 {gp mms 
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Compound: PF-07302048; Protocol: C4591001 Page 36 of 109 
Reason(s) for Narrative: Related Serious Adverse Event, PPD 


Unique Subject ID: ppp ; Country:PPD 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 

Date of First Dose: ppp ; Date of Last Dose: ppp 

— Comment : | 
PPD =a 
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 109 


Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppypyyyy yy ) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Medical History XO 
(re 


Investigator Text 

PD Presemn | 
pe Presen ——_—| 
as 
pep resem ——_—| 
a oe 
Pree ——_—| 
a 
a oe 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

N 


Study Vaccination(s) 


‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION 1 = ——$ oT 


VACCINATION 3 [BNT16262 = 
VACCINATION 4 JBNT162802 Os) oi 


Adverse Events 


Number |SOC _ roc 
= 

Portal vein thrombosis 
Pyrexia 
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Compound: PF-07302048; Protocol: C4591001 Page 39 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) Rac y 


Prohibited Concomitant Medications o va ° 
|No Prohibited Concomitant Medications | <a * ne 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed SCREENING rE 
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

ox 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — ———| 


Completed [VACCINATION 


IREPEAT SCREENING 1 


Narrative Comment 


Subject ppp I, a 40-year-old with no pertinent medical history, received Dose 1 on ppp) and Dose 2 on 
(Day 21). - 


The subject developed COVID-19 illness ore on , and**~ tested positive for COVID-19 on PE The subject was diagnosed 


with COVID-19 infection on was treated with 


. Additional medications included 
. The subject was neither hospitalized nor used any oxygen therapy. The COVID-19 infection resolved on 


(e) 
a 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was s\éonfirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on 


(Day 140) and ppp) (Day 161), respectively. 


Concomitant medications received within 2 weeks prior to the onset of the portal vein thrombosis included 
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yyy) Ee 


On ppp), the subject again experienced COVID-19 illness symptoms, which included sore throat, fatigue, sneezing, and ®: Sal congestion. On 
, anasopharynx swab was done with a negative COVID-19 test result, and the subject was diagnosed with PhesYngitis. The subject was 
. @ 


N 
On ppp, the subject presented to the investigator with complaints of abdominal discomfort and paing Allergy test results revealed a few 


Ow 
The subject was diagnosed with portal vein thrombosis on ppp, 60 days after peeling Dost 4 (the second dose of BNT162b2). 


On ppp) (Day 221), a computed tomography scan of the abdomen showed! Portal 6i0 thrombosis extending into the left and right portal veins and 
portal radicles causing complete obstruction. The subject was hospitalized fer Porta oein thrombosis. On the same day (Day 221), BE SARS-CoV-2 test 
~GO 
\S 
of 
On the same day (Day 221), laboratory test results showed C-reactive prgttin (CRP) of 28 mg/dL (normal range [NR]: 0-5 mg/dL), hemoglobin (Hgb) of 


(unspecified) food allergies. 


result was negative. a) 


10.6 g/dL (NR: 12-16 g/dL), mean cell hemoglobin (MCH) of 23 2) 26-34 pg), mean cell volume (MCV) of 76 fL (NR: 80-100 fL), red cell 
distribution width (RDW) of 18% (NR: 11-16%), alanine a ipbSioferase (ALT) of 88 IU/L (NR: 7-35 IU/L), aspartate aminotransferase (AST) of 

30 IU/L (NR: 13-35 IU/L), albumin of 34 g/L (NR: 35-5 AS. bilirubin of 6.4 wmol/L (NR: <21 umol/L ), gamma glutamyltransferase (GGT) of 84 IU/L 
(NR: <36 IU/L), globulin of 41 g/L (NR: 20-35 g/L), hematocrit (Hct)of 34.6% (NR: 36-46%), platelet count of 258x10°/L (NR: 150-450x10°/L), and 
protein C of 102.4% (NR: 70-140%); antiphospli@lipid antibodies were not detected. The subject was treated with 


On ppp, laboratory tes stints included ALT of 64 IU/L, AST of 22 IU/L, albumin of 32 g/L, bilirubin of 9 umol/L, GGT of 67 IU/L, globulin of 


41 g/L, Het of 33.6%, Hab of d0. g/dL, MCH of 24 pg, MCV of 75 fL, and RDW of 18%. 
Onppp lakoaatdry test results showed ALT of 53 IU/L, AST of 19 IU/L, albumin of 28 g/L, bilirubin of 7 umol/L, GGT of 58 IU/L, globulin of 


38 g/L, CRP of di-mg/dL, Hgb of 10.0 g/dL, Hct of 30.8%, MCH of 24 pg, MCV of 74 fL, and RDW of 18%. An ultrasound doppler showed thrombus in 
the same legal n with no evidence of recanalization or resorption; an abdominal ultrasound showed dense non-homogenous liver parenchyma, cirrhosis, 
portal gen was dilated from 14 to 17 mm and totally occluded, and thrombus was observed in medial splenic vein. 


, laboratory test results showed ALT of 42 IU/L, AST of 14 IU/L, albumin of 26 g/L, bilirubin of 5.4 umol/L, GGT of 57 IU/L, globulin of 
37 g/L, Hgb of 9.5 g/dL, HCT of 30.1%, MCH of 24 pg, MCV of 75 fL, RDW of 18%, and normal thromboelastogram. 


On ppp 9, laboratory test results showed CRP of 224 mg/dL, MCH of 24 pg, Hgb of 9.8 g/dL, HCT of 31.0%, MCV of 74 fL, and RDW of 18%. 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 109 
Reason(s) for Narrative: Related Serious Adverse Event 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Narrative Comment 

On ppp ~~, the treatment was changed from : (Day 228), the petal vein thrombosis 

resolved (as reported by the investigator), and the subject was discharged from the hospital on 
for pain control. ‘| e) 

On ppp), laboratory test results showed Hgb of 11.9 g/dL and CRP of 9 mg/dL; an abdominal ultrasound@howed liver of normal size, portal vein 

12-13 mm still totally occluded with thrombus, thrombus was still noted in the medial part of splenic vei hough smaller; in portal area, small tortuous 

blood vessel noted cavernous malformation. The subject was treated with 


In the opinion of the investigator, there was a reasonable possibility that the portal yeiathr Osis was related to BNT162b2 and concomitant medication 
but was not related to other concomitant medications orlifi al trial procedures. Per the investigator, the event was also 
possibly related to COVID-19. Pfizer did not concur with the ce ee nese Per Pfizer, there was no reasonable possibility that event 


was related to BNT162b2, but it could be related to hich¢have a well-known veinous thromboembolic risk. 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: ppppillllllllials Country: PPD NNN 
Vaccine Group (as Administered): we 


Se 
O* “ 
ae : ar 62 
Vital Signs - Baseline or 
No Vital Signs - Baseline oa” 


Medical History 


MedDRA Preferred Term Start Date Disease Status 
ppp (Present 


pep resem ——_—| 
Be Presemn ——_—| 
resem ——_—| 
pep Presen ‘| 
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pps Country:PPP 


Vaccine Group (as Administered): 
Date of First Dose: N/A; Date of Last Dose: N/A 


Study Vaccination(s) 
No Study Vaccination(s) 


a Events 


IMedDRA |MedDRA Preferred Start Date __\Start Stop Date eee Duration |Toxicity 
aay SOC Term Investigator Text ( Jeony | Day) \ '|Time ——o Day) = _— 


Adverse Events _2 er = 


Prohibited Concomitant Medications 


No Prohibited’ Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 
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Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): woe 
Date of First Dose: N/A; Date of Last Dose: N/A An? 
yo 
. O 
An? 
rN 
Subject Summary R eo? 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 2 


FOLLOW-UP pep __|ADVERSE EVENE™ 


Narrative Comment 


Subject ppp 0, a30-year-old ppp x? Pertinent medical history, experienced syncope on ppp), before 


receive Dose 1. 


The subject was withdrawn from the study before a spittin of study vaccination on ppp) (Day 1) because of the syncope, which resolved on 
the same day. The investigator reported that Beg ct faints on occasion. 


ax 
In the opinion of the investigator, there Te WAS reasonable possibility that the syncope was related to the study intervention. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


Pp Preem —| 
Pp Presemn ——_—| 
a 
Pep _Presemn ——_—| 
Pep resem ——_—| 


a 
Bop) (Present 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—S—s& Vaccination Date (Study Day) Time of,,V accination 
ax 


IBNT162b2 


AE IMedDRA |MedDRA Preferred 

Number |SOC 

i oa 
ah 


2 Injection site painyoe 


(5) 
QO (2) 
—o 
>» 
aX’ infection 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 109 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: p[ylllllllllllillls Country: PPD it 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


NOT RELATED/OTHER: ALLERGIC REACTION TO 


(pp) UNKNOWN AGENT 
ep) 


a= NOT RELATED/OTHER: ALLERGIC REET 
4 ) 


UNKNOWN AGENT © \S 


~ 
x © 


4 
Prohibited Concomitant Medication 0 be 
INo Prohibited Concomitant Medtcations 
© 


Nonstudy Vaccines 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group it ianunnebieek BNT162b2 Phase 2/3 (30 pg) woe 


Withdrawal/Completion |Reason for 
Status Study Phase —_ aa ns 


SCREENING 


thaw [VaCCINATION os praneere EYE 


a pertinent medical history of 


received Dose | on ppp a’ 
On ppp) (Day 2), the subject experienced meat injection site pain that resolved on ppp) (Day 5). 


The subject experienced facial pain and actin that began on ppp, 3 days after receiving Dose 1. 
On ppp) (Day 4), the subject gO experienced upper respiratory infection. 


The subject was discontinue Bot the study intervention on ppp) because of the facial pain and facial swelling. On ppp) (Day 14), the facial 
pain, facial swelling, andwpper respiratory infection resolved. On Ppp), the subject completed the study follow-up phase. In the opinion of the 
investigator, there was ‘o reasonable possibility that the facial pain and facial swelling were related to the study intervention, but rather they were related to 
an allergic reaction to an unknown agent. 
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Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Age at Enrolment Weary [Race SSS~=CiO Ci 
x) we, 


@: 0% 


C\ rs 
Vital Signs - Baseline Rd 


Investigator Text > 
——a 
a 
a oe 
fm —Present ——_—| 
ppp frax——*d 
a 
— 
mp Presen —_—| 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Medical History 


Investigator Text 
PPD 


Disease Status 


MedDRA Preferred Term 


Start Date 


Preset —_— 
Present | 
PPD [Present 
a 
PPD Present 
a 
— 
Preset —_— 
PPD [Present | 
en 
Sr 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

N 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——=*Y Vaccination Date (Study Day) Time of Va = on 
VACCINATION 1 Placebo mm) S| 
x30 


Adverse Events 


AdveneEventsSSOSCSC~—SCSCSCSCSOOSOCOSCSOSOSCSCSCSCSCSCSCSCSCSsSCS~*S 
AE MedDRA bias Preferred ms Start Date _|Start |Stop Date Stop |Duration |Toxicity |Action to 
Number |SOC Investigator Text 0° (Study Day) |Time|(Study Day) |Time — Grade _ |Subject 
1 CARD _ |Acute EET | TC/TCN 
infarction 
Angina pectoris x 
9° 
\ 0 
3 CARD [Coronary artery | CN/P/W 
occlu ier> 
0) 
‘a of 
5 SRD Mitral valve 
x) incompetence 
o> 
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Compound: PF-07302048; Protocol: C4591001 Page 53 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp; Country:PPD' iii 


Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ae S 
oo—————— a ee ee ee ee ee a a a oe eel \ 
we 
RK) 
Adverse Events oo 


—_ Still Present? 


peat 


S 
5 ac 
: “\ 
xe 
* . . ati vel 
AE Related To: ination |Event 


NOT RELATED/OTHER: PPD) 


IN — NOT RELATED/OTHER: 


rE 


e 
Prohibited Concomitant | Medications | 


INo Prohibited Conc gndtant Medications 


Xe 
aor onstudy Vaccines 
a? No Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 54 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: ppp Country: PPD) NNN 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
N 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase — —a, 


SCREENING 
Witkin VACCINATION ee ee 
Withdrayn [FOLLOW-UP pools __.QAbVERSE EVENT _ 


Narrative Comment 


, a275-year-old «ith a pertinent medical history of 


received Dose | onppp 


Concomitant medications receivewithin 2 weeks prior to the onset of the coronary artery occlusion included 


on 
The subjawens diagnosed with a coronary artery occlusion on , 13 days after receiving Dose 1. 
“ 


one nl (Day 10), the subject reported angina pectoris. On ppp’) (Day 14), the subject presented to the emergency room (ER) reporting 
o(shortness of breath, for which" was admitted to the hospital with chief complaints of exertional dyspnea and angina with little exertion that did not abate 
as usual. In the ER, the subject received . Achest x-ray showed no 
evidence of acute cardiopulmonary disease. An electrocardiogram showed a previously diagnosed right bundle branch block with ST depression in lead II 
and T-wave inversion in leads I and VI/ arteriovenous fistula and inferior infarct of undetermined age with no ST-elevation; the subject had an elevated 
troponin level of 0.84 ng/mL (normal range [NR]: 0-0.15 ng/mL). was diagnosed with an acute non—ST-elevation myocardial infarction. Additional 
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppppillillllliiiiiials Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


laboratory test values included an elevated glucose level (value not reported) and a prothrombin time of 20.6 seconds (NR: 12,20 5° seconds). Other 
laboratory test results included brain natriuretic peptide, fibrin D-dimer, complete blood count, and lipase, which were within normal limits (values not 
provided). No COVID-19 testing was performed. ot 


That same day (Day 14), the subject was also diagnosed with mitral valve incompetence. On ppp), ae was performed, which showed 
worsening coronary artery disease and severe multivessel coronary artery disease with significant multi eSsel coronary artery occlusion. The subject was 
givenRPD and on ppp) (Day 16), a underwent 2-vessel coronary artery b ; , during which it was recognized that the mitral 
regurgitation was severe, and the mitral valve was repaired. The subject was treated wi 

was quickly weaned off. On ppp 7) (Day 16), the exertional dyspnea, angigitp ctopis} Coronary artery occlusion, acute myocardial infarction, and 
mitral valve incompetence were considered resolved. @ om 


; . GO ; 
The subject was withdrawn from the study on ppp) because of thre coseiaty artery occlusion. 


In the opinion of the investigator, there was no reasonable possibility a th coronary artery occlusion was related to the study intervention, concomitant 


medications, or clinical trial procedures, but rather it was related\to. ronary atherosclerosis. Pfizer concurred with the investigator’s causality assessment. 
> 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Medical History xO 


Date Collected 
(Study Day) 


Investigator Text oe IMedDRA Preferred Term Start Date Disease Status 


[ppp Present 


a 
Pes 
a 
a 
fm Present 
a 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


1@) 
MedDRA Preferred Term Start Date _ [Disease Status | 
ppp fPast_ 
ppp Past 
pease 
ppp Present 
Present 


PPD Present 
PPDU [Present 


a 
Study Vaccination(s) v 


Vaccination Number 
VACCINATION]. OfPlaccto _——=SiD 
VACCINATION © _[enTi6a62______ ppp (1s 
VACCINAON 4 —_[anTi622____ ppp (32) ———SSS—Si 
THIREXDOSE BNTIOOD fanTi6a2 ppp GID sip 
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Compound: PF-07302048; Protocol: C4591001 Page 58 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group is faunabnibhorlied Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Adverse Events 


IMedDRA |MedDRA Preferred Start Date Start |Stop Date Stop-{Duration Toxicity 
Necahee SOC Term ——$<$— aa Text ———=—R Day) Time |(Study Day) MTitae (Days) |Grade 


CARD [Atrial fibrillation 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
0 


WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 

yo 


Subject Summary ot 


2 
Withdrawal/Completion |Reason for yo" 
Status Study Phase — ee ————| eo 
SCREENING 4 & 


Withdrawn WV ACCINATION a EVENT ——— oS 


Completed REPEAT SCREENING I —_—— on 


Completed OPEN LABEL ANG 
TREATMENT oF 0? 
Completed REPEAT SCREENING 3 ppp a ach 
Completed OPEN LABEL Or Ao? 
TREATMENT XO 
Withdrawn FOLLOW-UP PROTOCOL 
DEVIATION 
a 
ago 


Narrative Comment 


Subject. 74 = spearld PPL 


with a pertinent medical history of 


, received Dose 1 onppp . 


oft 
Concomita 4 fiedications received within 2 weeks prior to the onset of the atrial fibrillation included 


The subject was diagnosed with atrial fibrillation on ppp), 10 days after receiving Dose 1. 


On ppp) (Day 11), the subject experienced palpitations and presented to the emergency room. Ea denied having palpitations previously and had no 
history of atrial fibrillation. also denied recent illness, dizziness, shortness of breath, chest pain, syncope, nausea, vomiting, or diarrhea. mb was 
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Compound: PF-07302048; Protocol: C4591001 Page 60 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


were discontinued on ppp (Day 12), after the subject achieved cardiac sinus rhythm, and 
with cardiology follow-up scheduled for ppp 7). The subject’s trop nin T was <0.015 ng/mL (normal range [NR]: 
Bor 2), thyr6i stimulating hormone was 1.280 pIU/mL (NR: 
0.358-3.74 pIU/mL); an echocardiogram was normal; and an ECG showed incomp t bya branch block, old inferior infarct, and sinus rhythm 
‘Way (Day 12), and the subject was discharged from the hospital 


leteaig 
(abnormalities consistent with previous history). The atrial fibrillation resolved gh esa 
on ppp. 2" eo 

The subject was discontinued from the study intervention on beostive of the atrial fibrillation. 


In accordance with the protocol allowance, the subject agreed to be unbinded to determine whether the subject was eligible for receipt of BNT162b2. It 


was confirmed that™ had originally received placebo; the oe received the first, second, and third doses of BNT162b2 on ppp) 


(Day 110), ppp) (Day 132), and ppp (Daye respectively. 
The subject was withdrawn from the study on PPD because of the receipt of a nonstudy PRD Coy) on the same day 


(protocol deviation). x @ 


In the opinion of the investigator, ther: was no reasonable possibility that the atrial fibrillation was related to the study intervention, concomitant 
medications, or clinical trial procedures, but rather it was related to a history of ee. Pfizer concurred with the investigator’s causality 
assessment. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


of 
Ethnicity Sex| 


AO Mo x\0 
[Vital Signs - Baseline ie RS | 
Height Weight BMI oO (Study Day) 
pppem Ss ppke pom? ppp) 


Medical History EN xO 
No Medical History yr 
&@ 


; 


‘Vaccination Number Vaccine = =———Ss=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 __[BNT16262 —=) ll lm 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
«NV 
RK) 
ot 


—“ Events 


MedDRA pears Preferred Start Date ci Stop Date \\ @ fos Duration 
ey SOC Investigator Text (Study Day) — x Day) e |(Days) 
IL INERV —1—— — 


p> [Gast 
3 |GASTR_ [Toothache 


Adverse Events 


Action 
AE Toxicity |to 
(Number |Grade_ |Subject 
1 1 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppppilllllllllliiiiaals Country: PPD) NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines of 
INo Nonstudy Vaccines 


Subject Summary 


Withdrawal/Completion© a 
Study Phase Date E oc | ‘ahd 


x 
eo 
, acs éar-old ppp | with no reported medical history, received Dose 1 on ppp 
0 
The subject experienced oral paresthesia at ppp) on ppp, the day of receiving Dose 1. 
On ppp) (Day, Yhe subject also experienced paresthesia (tingling) of fingertips starting at ppp). The oral paresthesia and paresthesia of fingertips 
resolved on the Squne day (Day 1) at ppp” and ppp’, respectively. 


The subi as discontinued from the study intervention on ppp) because of the oral paresthesia and was withdrawn from the study on ppp 7) 
Degas was enrolled in Study BNT 162-17. 


iin the opinion of the investigator, there was a reasonable possibility that the oral paresthesia was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


Pp resem | 
Pp Pree ——_—| 
a 
Ppp resem ——_—| 
pep resem ‘| 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group it ianunnebieek BNT162b2 Phase 2/3 (30 pg) woe 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——Ss| Vaccination Date (Study Day) Time of Neuen By 


VACCINATION 1 IBNT162b2 


: art Di te Start |Stop Date Stop 
tudy Day) /|Time|(Study Day) Time 


i —| _— ze 


2 svc A penmmm [fonconse [| 


Weight decreased 


Injection site dermatitis 


Adverse Events 


y 
a oS 
a a So Sa Se —— 
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Compound: PF-07302048; Protocol: C4591001 Page 66 of 109 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 
Unique Subject ID: [Ellis Country: PPD tt 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) a 


— 


Prohibited Concomitant Medications of 
INo Prohibited Concomitant Medications 


N 
INonstudy Vaccines oo o 
INo Nonstudy Vaccines : © 


Subject Summary Se 


Xs 
Withdrawal/Co npletion [Reason for 
Status Study Phase Date ao% Withdrawal 


O 
Withdrayn VACCINATION ppp) [ADVERSE EVENT 
Withdrayn [FOLLOW-UP —dspes Aves EVENT 


Narrative Comment 
with a pertinent medical history of 
, received Dose lonppp 
The subject experieng¢d injection site dermatitis (left upper arm) on ppp), 2 days after receiving Dose 1. 


The subject scontinued from the study intervention on ppp) and was withdrawn from the study on ppp) because of the injection site 
dermatitis Which was ongoing at the time of withdrawal. 


In@S opinion of the investigator, there was a reasonable possibility that the injection site dermatitis was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Vital Signs - Baseline 


Date Collected 
(Study Day) 


Medical History xO 


Investigator Text. GC* ——~=S*S*SCSS*WM DRA Perv Term [tart Date 
Pp Pree | 
ppp Presemn ——_—| 
pep resem ‘| 
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Compound: PF-07302048; Protocol: C4591001 Page 68 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

N 


Vaccination Number Vaccine = =——Ss&( Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 [Placebo DN) py 
VACCINATION 3 BNT16262 Tr 


VACCINATION [BNTI63b2 —— a a 
THIRD DOSE BNTIG262 [BNT163b2 a 


Adverse Events \\O 


AE IMedDRA |MedDRA Preferred 9° Start Date Start |Stop Date Stop 
Number |SOC Term Investigator Tex ND (Study Day) Time |(Study Day) Time 


foes fonts 


GASTR_  |Diarrhoea 


Headache 
4 INERV Headache 
5 [GENRE [Injection siteBain 
6 [GENRE [inject site pain | 
pass sen 


Lal 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1406 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 69 of 109 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


2 Y 


ag 
wa - ) |Study Treatment }1 


WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 70 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ng) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
of 
\ 
ae ° 
ge 


BS 
4 et 


Withdrawal/Completion |Reason for S ox 
NV 
O 


Status Study Phase Date Withdrawal 


complies SCREENING O 


Withdravn VACCINATION Pape ADVERSE VENT 
Compieed __REPEATSCREENING) ppm oO et 


eae OPEN LABEL 
TREATMENT 


Completed REPEAT SCREENING 3 —— 


ree OPEN LABEL 
TREATMENT 
Withdrawn [FOLLOW-UP —— 
a 
vt 


, 2 60-year-old ppp) with a pertinent medical history of , received Dose 1 on ppp 
O 
The subject geperienced a worsening and continuing episode of vertigo on ppp), 1 day after receiving Dose 1. 


On ge aa (Day 2), the subject also experienced diarrhea, headache, and nausea. The diarrhea resolved on the same day (Day 2), and the headache 
ot nausea resolved on ppp | (Day 6). The subject received the ED | on ppp 


The subject was discontinued from the study intervention on ppp) because of the worsening and continuing episode of vertigo. On ppp 7) 
(Day 117), the worsening and continuing episode of vertigo resolved. 
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Compound: PF-07302048; Protocol: C4591001 Page 71 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible fon Ne eeipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, second, and ae dase’ of BNT162b2 on 


(Day 117), ppp) (Day 140), and ppp) (Day 404), respectively. 4 @ 
The subject was withdrawn from the study follow-up phase on ppp) because a was enrolled in Studyo489105 l.. 


In the opinion of the investigator, there was a reasonable possibility that the worsening and eatin EePisode of vertigo was related to the study 
intervention. . coe 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 109 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: [Ey illllllllilillls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


a 
Date of Birth Age at Enrollment (Years) Race ———S—SSCsSXdéB nn cit y° Sex | 
0 


a 
femme Preseme 
— a 
a 
— oe 
| 
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©” No Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 73 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp 9) Rac y 


Study Vaccination(s) Zan ~ 
Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) Time of Vaccination Ui 
VACCINATION 1 [BNT16262 pepe) PAO 


hibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 74 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ov? 

N 


Date Reaege 
Study Phase Date Be awal 


SCREENING pom | 
iva” WaCCINATION EDEL co _[ADVERSE EVENT 


with a pertinent medical history of 
, received Dose | on ppp 7. 
The subject reported sever injection site swelling on ppp) 7, the day of receiving Dose 1. 


The injection a SeWeling resolved on ppp) (Day 10). 


The subj Pos discontinued from the study intervention on ppp) because of the injection site swelling and completed the study follow-up phase on 


the opinion of the investigator, there was a reasonable possibility that the injection site swelling was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 75 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: ppppllllllliiiaals Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp 9) ; ow? 
N 


Medical History 
Investigator Text 


ppp Present 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp s Country: BPD nnn 


Vaccine Group oi edmaineverea Placebo 


Medical History 
Investigator Text IMedDRA Preferred Term Start Date Fer 


Study Vaccination(s) 
‘Vaccination Number ‘Vaccination Date (Study Day) 


fm SiPiesene | 
IBM N [Present | 
pip Presen 
a 
a 
pp __[Presene | 
se 


Time of Vaccination 


VACCINATION 1 $0 — 
VACCINATION 2 oe at pps?) 


MedDRA |MedDRA Preferred Start Date 
pes SOC Term (Study Day) 


Pe = 
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aX 


ooh &P Traumatic haemothorax 
\S 


Compound: PF-07302048; Protocol: C4591001 Page 77 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Ns Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Start |Stop Date 
Time |(Study Day) SAE 


TCN |Y 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
(Number |SOC Term 
P ee a arrest 


3 GASTR  |Gastrointestinal mucosa 


Investigator Text 


Pulmonary embolism 


Rib fracture 


nj 


INJ&P Spinal column i oer 
) 
INERV Spinal cord ompression 
o& 
Pode &P . \Stibdural haematoma 
eye 
11 WASC Superficial vein 
A Oy thrombosis 


GASTR_ [Volvulus 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1415 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 78 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pppyiiiiiiiiiii=aas Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

N 


Number |AE Still Present? |AE Related To: 
NOT RELATED/OTHER: Injury 


(PPD JX 
Resolved INOT RELATED/OTHER: Injury cil 
(Ppp) secondary to 

Resolved INOT RELATED/OTHER: Injury 

(ppp) —_ [Secondary to 


CPD) 
Resolved Vy NOT RELATED/OTHER: Injury 
( es: Secondary to 
Res kyéd INOT RELATED/OTHER: T2 distraction |2 21 IN 
mmm) —_ injury 
1Qae ‘(Resolved INOT RELATED/OTHER: Injury 2 21 IN 
» (pp) _ [Secondary to : 
11 Resolved NOT RELATED/OTHER: Injury 2 21 N 
(ppp) —_ [Secondary to 
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Compound: PF-07302048; Protocol: C4591001 Page 79 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 9) 


Adverse Events 


AE 
mi Still Present? |AE Related To: 
12 


(Ppp) 
Resolved 


13 NOT RELATED/OTHER: Hyperemic 
(ppp _ [Bowel 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


AC q Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING pp | 
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Compound: PF-07302048; Protocol: C4591001 Page 80 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 0) ve S 

Oo 


Subject Summary 


2 
'Withdrawal/Completion |Reason for go" 
Study Phase Date Withdrawal eo 
@ 


Withdrawn WV ACCINATION ADVERSE EVENT 


Withdrawn FOLLOW-UP ppp =—Ss—s—ssS ADVERSE. EVENT. |° 
O 
ae 
e : x\O 


Narrative Comment 


Subject PPD), a 60-year-old Be with no pertinent medical history, received Dose 1 on PPD) and 
Dose 2 on PPD) (Day 22). 


@» 
The subject was involved mM 00CiSY on PEDERI 20 days after receiving Dose 2. 


On BEDI Day 42) the set ws BPD! iit ANAT ne sustine an injury: The 
subject was hospitalized and was stabilized in the tral a unit. A computed tomography scan showed a small parafalcine subdural hematoma, severe T2 


distraction injury with spinal cord compression, feght hemopneumothorax, left pneumothorax, bilateral rib fractures, left pulmonary emboli, left superficial 
deep vein thrombosis, and sigmoid volv ith hyperemic bowel. The subject was on a ventilator until PPD. _ The subject coded on 
(Day 59) and again on Yay 61). On , a pacemaker was implanted. The subject was treated with 


The subject was discOhtinued from the study intervention on PPD)" and was withdrawn from the study on PPD) (Day 279) because of the PPD 
“\ 


In nema of the investigator, there was no reasonable possibility that the pe was related to the study intervention or clinical trial 


ures. Pfizer concurred with the investigator’s causality assessment. 


yore 
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Compound: PF-07302048; Protocol: C4591001 Page 81 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pppiiiii Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


, XO 


PPD [Present 
pppmy [Present 
Pppm [Present 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1419 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 82 of 109 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp I) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Study Vaccination(s) 


Vaccination Number [Vaccine |Vaveination Date (Study Day) [Time of Vaccination 
VACCINATION? _[Piacebo ppm @2)—————Si 


Ow 
ed 20° 


Adverse Events 
IMedDRA |MedDRA Preferred 


Resolved (ppp) [Study Treatment 
Resolved (ppp) [Study Treatment 
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Compound: PF-07302048; Protocol: C4591001 Page 83 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy ) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rave y 


AE Related To: |Number _|Vaccinatiow Event 


Resolved (ppp) [Study Treatment Oo 
Resolved (Bppy yy) |Study Treatment ev KVp* 


PACs 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


dus : Withdrawal/Completion |Reason for 
v Study Phase Date Withdrawal 


Completed [SCREENING 


Completed VACCINATION — | 
Completed REPEAT SCREENING 1 ppp ————SsSSSSOSCS 
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Compound: PF-07302048; Protocol: C4591001 Page 84 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


In accordance with the protocol allowance, the subject a 34% be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally mecca Pinte, the subject therefore received the first dose of BNT162b2 on ppp | (Day 162). 


The subject experienced moderate chills, mogerite headache, moderate myalgia, and severe injection site pain on ppp), approximately 7.5 hours 
after receiving Dose 3 (the first dose of BNP 62b2). The subject experienced diarrhea on ppp 7), 3 days after receiving the first dose of BNT162b2. 


On ppp) (Day 164), the chills? headache, and myalgia resolved. On ppp) (Day 165), the injection site pain resolved. On ppp) 
(Day 168), the diarrhea resolved. 


The subject was discoritinued from the study intervention on ppp) because of the chills, headache, myalgia, injection site pain, and diarrhea and 
completed ee suicly follow-up phase on ppp. 


In the o ion of the investigator, there was a reasonable possibility that the chills, headache, myalgia, injection site pain, and diarrhea were related to 
NATE 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1422 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 85 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: ppppillllllliiiaals Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Medical History 


Investigator Text IMedDRA Preferred Term Start Date Disease Status 


Bs resen ——_—| 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 86 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppl Country: PD ili 


Vaccine Group (as Administered): Placebo 


Adverse Events 


Ae fa ev 
AE |MedDRA |MedDRA Preferred O° |Start Date 
Number |SOC Term Investigator Text © _-\(Study Day) 


Stop Date 


Start 
Time |(Study Day) 


Stop |Duration 
Time |(Days) 
a 


(18) 4 


Back pain 


2 IMUSC _ |Back pain 


[GENRE _|Ches pain —_1 


Pe Drug hypersensitivity ; ; Cs ie 
5 GASTR Gastroesophageal O™ ONGOING 
reflux disease, o} 
6 [NERV [Hypoacstbevia ee S| S| 
17 IMUSC Ms Setilar weakness 
8 [RESP Gv Pharyngeal swelling 
2 


Adver's eEvents 


pe) 
AE Toxicity 
Number |Grade_ |Subject SAE |AE Still Present? AE Related To: 
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Compound: PF-07302048; Protocol: C4591001 Page 87 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


Action 
AE Toxicity |to 
Number |Grade_ |Subject SAE |AE Still Present? AE Related To: 


pp NIN Reet ppp NOT RELATEDIOTHER: RD 
a oe S$ 
Sf re es 
SS ST 


Prohibited Concomitant Medications , 
No Prohibited Concomitant Medigatia 


ons 


Nonstu tidy 7 accines 


Ng Ne énstudy Vaccines 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1425 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 88 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppyillllllllllliilllys Country: BPD iil 


Vaccine Group (as Administered): Placebo woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


w 
Subject ppp a 50-year-old PDS with a pertinent medical history of ad 
), received Dose 1 on ppp. NC 


ox 
The subject developed pharyngeal swelling considergdto be an allergic reaction to the investigational product on ppp 7), | day after receiving Dose 1. 
The subject experienced throat swelling an qienculty swallowing, and PRD was treated with 
BB symptoms persisted ang was seen by a gastroenterologist. An endoscopy was normal. The event was intermittent, and the subject was 
not hospitalized for the event. 


The pharyngeal swelling resaivted on ppp. (Day 12), and the allergic reaction to the investigational product resolved on ppp) (Day 15). 


The subject was discontinued from the study intervention on ppp) (Day 15) because of the allergic reaction to the investigational product and was 
lost to follow-upen Ppp). In the opinion of the investigator, there was a reasonable possibility that the allergic reaction to the investigational 
product waste ated to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 89 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: ppppllllllllliiiiiaals Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Date of Birth Age at Enrollment (Years) Race ————SCsSd thn “if y° 


Medical History 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


a 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 90 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) a2 

. re) ‘ 


Study Vaccination(s) 


+ 
‘Vaccination Number Vaccine = =——=SY Vaccination Date (Study Day) Time of Vaccination xe’ 


\ Stop Date 
MedDRA Preferred 2 ; (Study 


Term 


Adverse Events 


AE Still 
SAE |Present? |AE Related To: [Number 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 91 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: [ppl Country: BPD" inn 


Vaccine Group (as Administered): Placebo we 
Date of First Dose: ppp); Date of Last Dose: ppp) ae S 
=== SSS SS SS SS SS SS SS SS SS SS SS SSS SS SS SS SS SS SS SS SS SS SS SS SS SS SS SSS SS SS SSS SSS SS SS SS SS SS SS SS SSS SS SS SSS SS SS \ 

a 

oO 
ot 
a 
3° 
X\ 

a xe 
INonstudy Vaccines aR 


No Nonstudy Vaccines ~D 
oo 
CANS 
Or oO 
: On ~ 
gion {Reason for 
x Withdrawal 

Completed VACCINATION —— 


Withdrawn FOLLOW-UP —<— 


ot 


Subject Summary 
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Compound: PF-07302048; Protocol: C4591001 Page 92 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp ; Country:PPD 

Vaccine Group (as Administered): Placebo 

Date of First Dose: ppp ; Date of Last Dose: ppp 

[Narrative Comment a | 
PPD AO Ss 
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Medical History 


Investigator Text Zz 
Ppp Present 
ppp Present 
ppp Present 
ppp Present 


% 
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Compound: PF-07302048; Protocol: C4591001 Page 94 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ow? 

\o 
Study Vaccination(s) S os 


Vacation Naber |Waesin@ | VaeSinationoaie eayipayy | fimeot vaednation 
<\ 


e» Ro 
° yor ave 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term i 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1432 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 95 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) xe S 
Oo 
ot 


[Nonstudy Vaccines | 30 
INo Nonstudy Vaccines < 
ek 


Withdrawal/Completion eason 
Study Phase Date AO’, Wi 


Completed IREPEAT SCREENING 1 


< 
Withdrawn OPEN LABEL MPD 
TREATMENT Oy 
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Compound: PF-07302048; Protocol: C4591001 Page 96 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
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Compound: PF-07302048; Protocol: C4591001 Page 97 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Medical History 


veteran 
pep resem 
mr 
pa reset ——_—| 
pep Present 
mr 
oo Pe 
pep (Present 
a 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pppiiiiiiiiiiiiiiiiis Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Le) 


MedDRA Preferred Term Start Date _ [Disease Status | 


[ppp Present 
[pppcN Past 
Ip Present 
lp Present 


pe Preseme 
pep Present 
a or 
a 
a 
a 


Study < ccination(s) 
Vaccination Date (Study Day) _[Time of Vaccination 


VACCINATION 1 


VACCINATION2 [Placebo PDO) 
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OO frerrcn|y _ [Resolved @ppEED 
Y 


Compound: PF-07302048; Protocol: C4591001 Page 99 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) oe S 
SS \ 
we 
Oo 


S 
‘Vaccination Number Vaccine = =—=—S—=s& Vaccination Date (Study Day) Time of Vaccination Los 
VACCINATION 3 BNT162b2 pppmms 47) ppp 
VACCINATION 4 [BNTI6202 a he 


Adverse Events 


ES 
AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 
I [HEPAT _|Chotecystts chronic ppm 7) | pope | ft 
3 NERV | \ ° pepo | fonconc =| | 
pp 50)| ppm | ib 
ppp 279) | [ONGOING 


ee a 
ppp 279) | foncornc | | BT 


AE Related To: 


OT RELATED/OTHER: GALLBLADDER DISEASE 
2 IN _|Y___ Resolved (ppm) [NOT RELATED/OTHER: GALLBLADDER DISEASE 
NOT RELATED/OTHER: memory loss 311 
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Compound: PF-07302048; Protocol: C4591001 Page 100 of 109 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Relative 
Prior —<@\Day From 
Vaccination [Prior 
AK Related To: .|Murber —_|Vaccination |Event 


Resolved (ppp) [NOT RELATED/OTHER: Ss 7 
5S fc ysfves [NOT RELATED/OTHER: Worsening-od MedigalHistory [4 fll, «SN 
oft ly ves ______ NOT RELATEDIOTHER: Wonste Medial Histon 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines . xO = 
No Nonstudy Vaccines | .¢@~ 


<¢ Siibject Summary 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed SCREENING — | 
Completed VACCINATION — | 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1438 


0901 77e19e02d7c2\Approved\Approved On: 13-Jul-2023 18:30 (GMT) 


AW? 


Compound: PF-07302048; Protocol: C4591001 Page 101 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ov? 

N 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed [REPEAT SCREENING 1 ppm | 


<\ 
Narrative Comment Ny 
i pertinent medical history of 


“received Dose | on ppp and Dose 2 on ppp (Day 20). 


In accordance with the protocol allowance, Ke gstidject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had one fcivel placebo; the subject therefore received the first and second doses of BNT162b2 on ppp 7) 


(Day 147) and ppp) (Day 169), ectively. 


Concomitant medications recet' fon within 2 weeks prior to the onset of the dementia included 


Subject , a275-year-old 


The subject i iectiosed with dementia on an unspecified date inPRD , at least 310 days after receiving Dose 4 (the second dose of BNT162b2). 
Th aikicr was withdrawn from the study on ppp) because of the dementia, which was ongoing at the time of withdrawal. 


otln the opinion of the investigator, there was no reasonable possibility that the dementia was related to BNT162b2. 
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Compound: PF-07302048; Protocol: C4591001 Page 102 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Es Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) 
——_——— to ets—“‘(‘CSCSCSC‘iéz 


aN) Date Collected 
Height Weight BMI 6 (Study Day) 


Ppp ke pp Ke/m2 


Medical History 


Investigator Text MedDRA Preferred Term Start Date Disease Status 


pe Present 
a 
— 
Bo Present 
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Compound: PF-07302048; Protocol: C4591001 Page 103 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane - 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 


Study Vaccination(s) 


acanation Naaber!|Waedine 0 \Vaedination Dats Gay Day) | imeot Veeco 0°" 
VACCINATION! [Placebo =i) pm 


Adverse Events 
IMedDRA |MedDRA Preferred 


AE Related To: [Number 


<q . 
Teo ft PIN Resolved (pi) [Study Treatment]t | 
\v 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 104 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) 


INonstudy Vaccines . om 
No Nonstudy Vaccines aw 


Completed 


Withdrawn WITHDRAWAL BY 
e SUBJECT 
no) 
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Compound: PF-07302048; Protocol: C4591001 Page 105 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 


The subject experienced dizziness and nausea at ppp) on ppp), 8 minutes after receiving Dose 1, and ue events resolved at ppp) on the same day. 


The subject was discontinued from the study intervention on ppp | (Day 1) because of the dizziness,aita nausea. 


In accordance with the protocol allowance, the subject agreed to be unblinded to determinewheth xj63 subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject ae qyoeive irst and second doses of BNT162b2 on ppp 7) 


(Day 202) and ppp) (Day 223), respectively. The subject requested wi al frei e study follow-up phase on ppp. 
In the opinion of the investigator, there was a reasonable possibility that th Gizzingss-and nausea were related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 106 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Demography Ae 
Date of Birth Age at Enrollment (Years) Race ——S—SSSs thn it y° 


Vital Signs - Baseline 


Medical History EN xO 
INo Medical History yr 
&@ 


w2) 
Study Vaccination(s) 


( 
oo ‘Vaccination Number Vaccine = =——=S Vaccination Date (Study Day) Time of Vaccination 


VACCINATION 1 Placebo ppp) 
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Compound: PF-07302048; Protocol: C4591001 Page 107 of 109 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 
Unique Subject 1D: [Ey llllllllliiiills Country: PPD tt 


Vaccine Group (as Administered): Placebo 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 
1 INERV Cerebral capillary 
telangiectasia 
2 GENRL _ |Chronic fatigue 
syndrome 


3« 


Ps 
Bor" | 
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Compound: PF-07302048; Protocol: C4591001 Page 108 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ne S 
SS \ 
eS 
Oo 
ot 


Prohibited Concomitant Medications 30 
No Prohibited Concomitant Medications eo 
@ 


INonstudy Vaccines Qo" 


Investigator Text WHO Drug Preferred Term >\)s a ” @r ¥ Start Date 


Withdrawal/Completion |Reason for 
Date Withdrawal 


INO LONGER MEETS 
ELIGIBILITY 
CRITERIA 
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Compound: PF-07302048; Protocol: C4591001 Page 109 of 109 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Subject ppp 9, a 40-year-old ppp) with no reported medical history, received Dose 1 on 


The subject experienced dysphagia in late ppp. eg 


@ 
The subject was discontinued from the study intervention on ppp) because of the dysphagia and was ithsgtaWn from the study follow-up phase on 
because ea no longer met the eligibility criteria. The dysphagia was ongoing at the time of awal. 


In the opinion of the investigator, there was no reasonable possibility that the dysphagia wyaSrelated’iO the study intervention, but rather it was related to an 
unknown gastrointestinal or neurological abnormality. oe? : \\C 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1447 


0901 77e19e02d7c3\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 1 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline ZENS 


XS a 
e>* |D teCollected 
Height Weight BMI O° x KStudy Day) 
pppicm———séi Kes Kem? 


Investigator Text AO . MedDRA Preferred Term Start Date Disease Status 


PPD [Present | 
apes Present | 
pup Present —_—| 
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Compound: PF-07302048; Protocol: C4591001 Page 2 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group ie asa BNT162b2 Phase 2/3 (30 pg) woe 


Study Vaccination(s) 9 @ 


‘Vaccination Number Vaccine x Time of Vaccination 
VACCINATION | ___JBNT16262 — 


Adverse Events 


‘Action to 
Subject 


Number |Present? |AE Related To: 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 104 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp 9) An? . 
Seeee a ee : 
yor" 
sO 
: ec) 
a 
gor 
«| 2! : 
Prohibited Concomitant Medications ow! 


? 
No Prohibited Concomitant Medications aw 


O% 
ev ok 
oe? o He 
N¢ \°) 
ov re @ 


“A> *~\( 
g CK? XN 
INonstudy Vaccines e.* GOY 
(@ he 
[No Nonstudy Vaccines | ane 
7’ 


Subject Summary 


Status 


Completed EENING 


NS 


A 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp | An? 

ox 


Narrative Comment : ie) 
Subject I , a 60-year-old 


with a pertinent medical history of 


(since an unspecified date), recetved Dose 1 on ppp. 2 


QO 
Concomitant medications received within 2 weeks prior to the worsening coronary artery disease include 


O 
, 11 days after receiving Dose 1. 


\e 
On ppp, the subject underwent a coronary and PE and PPP doctor called PPP back that week and stated that PRD needed surgery. On 


The subject was diagnosed with worsening coronary artery disease on 


(Day 12), the subject was hospitalized, and und nt quadruple coronary artery bypass graft surgery on ppp). According to the 
medical records, na postoperative course was mores di had recovered well and was deemed stable for discharge (discharge date not reported). 


The subject was discontinued from the study interyeetn on ppp.) (Day 12) and was withdrawn from the study on pppy 7) because of the 
worsening coronary artery disease, which was ong ing at the time of withdrawal. 


In the opinion of the investigator, ther: 88 no reasonable possibility that the worsening coronary artery disease was related to the study intervention, 
concomitant medications, or cli ical trial procedures, but rather it was related to . Pfizer 
concurred with the investigator's causality assessment. 
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Compound: PF -07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: py illllllliils Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Page 5 of 104 


Age at Enrollment (Years) [Race Ethnicity” Sex 


Medical History xO 


Investigator Text oo MedDRA Preferred Term Start Date 


= 
a oT 
a or 
fm Present ——_—| 
pep [Present | 
a or 
pe Presem | 
pe Present | 
Bo [Present 
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Compound: PF-07302048; Protocol: C4591001 Page 6 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


1@) 
fm Peso 
ee Presem ——_| 


Study Vaccination(s) 


Adverse Events a 


0 
AE IMedDRA |MedDRA Pre erred Start Date Start |Stop Date Stop |Duration |Toxicity 
Number |SOC Term _< v [Investigator Text (Study Day) Time |(Study Day) Time |(Days) |Grade 


Number |Subject SAE |AE Still Present? AE Related To: 
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Compound: PF-07302048; Protocol: C4591001 Page 7 of 104 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) ao ~ 
es | )* 
yor 
sO 
, Re) 
a 
gor 
«| 2! : 
Prohibited Concomitant Medications ow! 


? 
No Prohibited Concomitant Medications aw 


O% 
ev ok 
oe? o He 
N¢ \°) 
ov re @ 


“A> *~\( 
g CK? XN 
INonstudy Vaccines e.* GOY 
(@ he 
[No Nonstudy Vaccines | ane 
7’ 


Subject Summary 


Status 


Completed EENING 


NS 


A 
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
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Compound: PF-07302048; Protocol: C4591001 Page 9 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy); Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


Ppp Present 
ppp Past 
Pppm [Present 
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A 
4 


ie 


Compound: PF-07302048; Protocol: C4591001 Page 10 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp I ) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Study Vaccination(s) 


Time of Vaccination 


a — 

VACCINATION? [Placebo SSO PDE) ——SSSCSC*Céié CS 

VACCINATIONS __|BNTI622___—) sipped) ——SSS~*éiSSSSSSSC*”d 

VACCINATIONS __[BNTI6202 O° ——=séipppmms 203) ——SSC=i CS 
yr * 


ial eX’ Vener IMedDRA Preferred 
Naber SOC Term Investigator Text 


ft |NEOPL [leukaemia Se) eo 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


Vaccination [Event 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 


Subject Summary 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed VACCINATION ppl | 


Completed REPEAT SCREENING! ppp ———SdESSSC—S 
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Compound: PF-07302048; Protocol: C4591001 Page 12 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date ‘Withdrawal 


Nae) 
In accordance with the protocol allowance, the subject agree to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally SN gaa the subject therefore received the first and second doses of BNT162b2 on ppp 7) 


(Day 182) and ppp) (Day 203), pespece : 
The subject was diagnosed with low-ergdesetkemia on ppp |), 224 days after receiving Dose 4 (the second dose of BNT162b2). 
The subject was withdrawn fromthe study on ppp) because of the leukemia, which was ongoing at the time of withdrawal. 


In the opinion of the inv itor, there was no reasonable possibility that the leukemia was related to BNT162b2 or clinical trial procedures. Pfizer 
concurred with the inyéstigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


Investigator Text o> —SSSM RA Preferved Term Start Date 


PPDM Present 
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Compound: PF-07302048; Protocol: C4591001 Page 14 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


1@) 
Investigator Text MedDRA Preferred Term Start Date Disease Status | 
ppp Present 
| 


—sS 


Study Vaccination(s) ev @ 


‘Vaccination Number Vaccine 


Adverse Events 


AE |MedDRA |MedDRA Prefer’ 
Number |SOC Term xO 
1 INEOPL Adena cinoma gastric ONGOING 
oP 
a 
Co 


ro 
oe 
oe 


AW? 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


Narfative 
Vaccination [Event 
23. or 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines 
No Nonstudy Vaccines 


Subject Summary 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Withdrawn [VACCINATION ppp ADVERSE EVENT 


Withdrawn FOLLOW-UP ppp ADVERSE EVENT 
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; a 
<\ 
Oo 
ot 
Narrative Comment of 
Subject , a 50-year-old with a pertinent medical history of 
), received Dose | on ppp. Rj @ 


The subject was diagnosed with poorly differentiated gastric adenocarcinoma on , 22 days afte ceiving Dose 1. 
. 


On ppp 9) (Day 23), the subject visited ee physician’s office, and an upper gastrointestinal endoscopic biopsy revealed infiltrating poorly 
differentiated adenocarcinoma. No information was available about gastrointestinal sytbins Rend ongoing reflux disease; staging and 


were planned, but no further details were available. 0 ave 
The subject was discontinued from the study intervention on PPD 23, awas withdrawn from the study on ppp) because of the 
poorly differentiated gastric adenocarcinoma, which was ongoing at thectime of wat drawal. 


\e) 
In the opinion of the investigator, there was no reasonable possibility ipa poorly differentiated gastric adenocarcinoma was related to the study 
sti 


intervention or clinical trial procedures. Pfizer concurred with the iby gator’s causality assessment. 


oor 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: BPD inn 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 0) 


MedDRA Preferred Term Start Date Disease Status 


fee Present 
a 
a 
a 
a 


ppp Present 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1464 


Page 17 of 104 


0901 77e19e02d7c3\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 18 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


1@) 
Investigator Text MedDRA Preferred Term Start Date Disease Status | 
ppp) Past 
Ippo [Present 


Study Vaccination(s) 


Nor 
Malignant melanoma 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 7) 


Action 
AE Toxicity |to 
Grade _ |Subject |SAE |Present? |AE Related To: 


NOT RELATED/OTHER: previous PPI 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


Nonstudy Vaccines sO oe 
No Nonstudy Vaccines . xO . 


Subject Summary 


_ dw Withdrawal/Completion |Reason for 
\O Status Study Phase Date Withdrawal 


Completed SCREENING ppp 


Completed VACCINATION ppp 
Withdrawn [FOLLOW-UP pepe ADVERSE EVENT 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 


and Dose 2 on 
(Day 21). 


Concomitant medications received within 2 weeks prior to the onset of the malignant melanoma included 


for neck pain. 9° 


is \ 
| , os 50 oe , | 
The subject was diagnosed with malignant melanoma on ppp 7, 62 dayeulier receiv g Dose 2. The subject contacted the site and reported the new 
diagnosis of malignant melanoma. ox? . ow 


\S 
The subject was withdrawn from the study on ppp | (Day 83) because the malignant melanoma required surgical procedures. The malignant 
melanoma was ongoing at the time of withdrawal. @» 


In the opinion of the investigator, there was no reasonable Dility that the malignant melanoma was related to the study intervention, concomitant 
medications, or clinical trial procedures. Pfizer concurredw th the investigator’s causality assessment. 
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Medical History <0 


irene JMedDRA Preferred Term Start Date [Dipealt Status | 
peo fPiesem | 
PPD [Presem | 
be [Presem __| 
ppp —_fPresem 
PRD __[Presem | 
poms —[Presem | 


Study Vaccination(s) 
‘Vaccination Number i Time of Vaccination 


pep G0)_ppD!| a 
pepe 23) pppyfoncoc |_| 
ppp 2) bppyoncowc | Tt 
pepe G7) _bppyfonconc | | 
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Adverse Events 


2) 
AE IMedDRA |MedDRA Preferred Start Date Start |Stop Date Stop) Duration |Toxicity 
Number |SOC Term Investigator Text (Study Day) Time |(Study Day) \Pime (Days) |Grade 
: 1 
\ O 


Left ventricular 
hypertrophy 


7 CARD Mitral valve 
incompetence 
BEARD _| Mitral valve prolapse 


CARD — |Myocardial infarction 


jo |INJ& 


> N____N_ [Resolved (SpE [NOT RELATED/OTHER: Hear Disease [I Bo iN 
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Unique Subject ID: pppyyys Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) a> ~ 


A\\ 
Prohibited Concomitant Medications ex 2 


«1 \ 
No Prohibited Concomitant Medications : \ @ + 
. o 
oe 
\ ‘ o 
; K\Y 
e --O 
oe Ao 
Nonstudy Vaccines yr? av* 
: 2 an 
No Nonstudy Vaccines ao x\0° 
ee ee sO". Ce 


ae 
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Unique Subject 1D: ppppilllllllliiiaals Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Narrative Comment 


Subject ppp 9, 2 50-year-old ppp) with a pertinent medical history of 
received Dose | on ppp 7). 


Concomitant medications received within 2 weeks prior to the onset of the atrial fibrillation included 


O 


Ow 
The subject was diagnosed with paroxysmal atrial fibrillation with a rapid ventricular rs oo SPDT 19 days after receiving Dose 1. On 
(Day 20), an electrocardiogram (ECG) showed atrial fibrillation with a@¥apid icular response of 141 beats/min, normal QRS, and normal- 


appearing ST and T waves. The ventricular rate was controlled by treatment vat? . Cardiac telemetry showed a heart rate 
ranging from 80 to 90s (beats/min). The subject’s echocardiogram reve il entricular hypertrophy. The estimated ejection fraction was 55% to 
60%. Additional laboratory results on ppp) (Day 20) showed an au nonfasting blood glucose level of 195 mg/dL (normal range [NR]: 70- 


110 mg/dL) (and it was reported that the subject had eaten high-sugar food prior to the ER visit), high blood urea nitrogen of 25 mg/dL (NR: 7-18 mg/dL), 
and low blood potassium of 3.4 mmol/L (NR: 3.5-5.1 mmol/L). , (Day 21), the subject went to the emergency room with palpitations and a 
“funny sensation ing head” and was hospitalized for the atri rillation. On the same day (Day 21), the subject’s blood pressure was 136/89 (units not 
reported), and a diagnosis of hypertension was made. _.2% 


Additionally, the subject was treated with for atrial fibrillation, 
for hypertension, and 
for atrial fibrillation. The subject was monitored for” ~ response to the 


. xO 
On ppp), the subjgcA discharged from the hospital and was scheduled for outpatient cardioversion with a transesophageal echocardiogram. 
On ppp Rap5soy, the subject followed up with cardiologist, who performed a stress test and cardiac catheterization (results unknown). On the 
same day (D. , cardiac evaluation showed paroxysmal atrial fibrillation (symptomatic without adequate rate control). An ECG performed on the same 


day wa bifdrmal and showed atrial fibrillation with a nonspecific T-wave abnormality, and the subject was diagnosed with atrial flutter with an onset date 
of (Day 30). 


JOn ppp) (Day 36), the transesophageal electrocardiogram results revealed findings suggestive of an old septal myocardial infarction, mitral valve 
incompetence, bileaflet mitral valve prolapse, and left atrial enlargement. On the same day (Day 36), the atrial fibrillation and atrial flutter were considered 


resolved. On (Day 36), a transesophageal echocardiography with cardioversion was performed with no complications. The cardiac rhythm 
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was successfully converted from atrial fibrillation to normal sinus rhythm with a ventricular rate of 69 beats/min. The subject was treated with 
since ppp) as prophylaxis. es 
The subject was discontinued from the study intervention on ppp) 7) (Day 20) because of the atrial fibrillationjand completed the study follow-up 


phase on ppp). The hypertension, mitral valve incompetence, left atrial enlargement, left ventricular hypertrophy, and mitral valve prolapse were 
ongoing at the time of the study completion. x 


e investigator’s causality assessment. 


oo 7 et: ee eee 
In the opinion of the investigator, there was no reasonable possibility that the paroxy gata Seer with rapid ventricular response was related to the 


study intervention, concomitant medications, or clinical trial procedures. Pfizer cQ 


“a0 
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Medical History xO 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 


pepe [Present 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


VACCINATIONS __JaNTI69¥0 ee — 
VACCINATION 4 __JBNT16242 ee — 


THIRD DOSE BNT162b2 |BNT162b2 


DO NERV [Headache 


Injection site pain 


RL 
p [Muse [Myalgia 
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Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


MedDRA |MedDRA Preferred Start Date Start 
(Number |SOC Term Investigator Text (Study Day) Time 
HO |INJ&P ppp (3) _[ppps| 


GASTR [Small intestinal 
obstruction 


Action to 
SAE JAE Still Present? 


tC __N._ [Resolved (ppp) LATE 
2s frcvTCN |N _ [Resolved (ppp) [NOE RELATED/OTHER: Diverticulitis 


Stop Date Isiop Toxicity 
(Study Day) hs © Time |(Days) |Grade 
2 


pps PS 


a 


5 [rorren/p[y [Resolved (pppNN NOT RELATED/OTHER: Infection ft 


NOT RELATED/OTHER: Infection 


NOT RELATED/OTHER: Medical event 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
<\ 
Oo 
Prohibited Concomitant Medications of 


S 
No Prohibited Concomitant Medications or 


Subject Summary 


Past 
ow 
0° Withdrawal/Completion |Reason for 
Status Study Pi NY Date Withdrawal 


SGREENING 
Withdrawn _, {VACCINATION ADVERSE EVENT 
ompleted Gu’ [REPEAT SCREENING 1 


Completed.o° OPEN LABEL 
TREATMENT 
Completed OPEN LABEL 

TREATMENT 
Completed____—__|FOLLOW-UP — 
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Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 
ox 
ot 


Narrative Comment 
Subject PPI , a 50-year-old ppp) with a pertinent medical history of 
@ 


, received Dose | on ppp. 
Concomitant medications received within 2 weeks prior to the onset of the diverticular perforation included 
(since PPD) for stomach cramps, and ee € for fever. 


The subject was diagnosed with a diverticular perforation on ppp, 8 days after, nevi e Bose 1. On ppp | (Day 1), the subject did not 
report any symptoms related to the diverticular perforation. On the ect ever, and on | experienced abdominal pain 
and reported both to the site. The subject was prescribed ossible gastritis by , who was a : 
additionally, the subject was also taking before the onseeg ea inal pain for fever. The subject stated that?” had abdominal cramps 
since ppp); however, eB did not report this to the clinical research cqofWinator at the time of screening. On ppp) (Day 9), the subject 
presented to the emergency department with worsening right-sided ab aifinal pain and was hospitalized for a small-bowel obstruction. was diagnosed 
with a heterogeneous cecal mass via a computed tomography OO e abdomen/pelvis with contrast performed on the same day (Day 9). On 


: ow 


, a SARS-CoV-2 test result was negative. On , 4 benign lymph nodes, ruptured diverticulum, sessile serrated polyps/adenoma, 
focal serosal colon adhesions, and benign liver cyst wer, erved via an exploratory laparotomy. The subject underwent bowel resection with a right 
Ihemicolectomy and allograft tissue reinforcement eee and abdominal wall excision; the right colon and appendix were removed. The pathology 
test result was negative for malignancy. On ae a magnetic resonance imaging scan with and without contrast showed a benign liver cyst. On 

(Day 13), the subject expe igiio postoperative ileus. On ppp) (Day 15), | was diagnosed with cellulitis (phlegmon formation), 
small-intestinal obstruction, and divergie litis. Per the investigator, the underlying cause for the worsening of abdominal pain was the ruptured diverticulum 
with phlegmon formation secondary to small-intestinal obstruction. The small-intestinal obstruction and cellulitis resolved on the same day (Day 15), and 
the subject was able to a an oral diet without difficulties. On ppp) (Day 18), the postoperative ileus was considered resolved. On 
(Day 19)ethe subject’s laboratory tests showed an elevated alanine aminotransferase of 114 IU/L (normal range [NR]: 16-61 IU/L) and 
elevated asparta @aminotransferase of 82 IU/L (NR: 15-37 IU/L). The subject recovered from the diverticular perforation and worsening abdominal pain on 
(Day 19). was discharged from the hospital on the same day (Day 19) with the following medications: 


. Onppp _, the subject reported that) was not stable enough to travel or attend the safety visit. 


qe 
AS O° [The subject was discontinued from the study intervention on Ppp | (Day 9) because of the diverticular perforation but remained in the study to be 


evaluated for safety, immunogenicity, and efficacy. 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 
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(Day 213), ppp) (Day 232), and ppp) (Day 426), respectively, and completed the study follow-up:phase onppp ). The 
diverticulitis was ongoing at the time of the study completion. <o® 


In the opinion of the investigator, there was no reasonable possibility that the diverticular perforation was related h€ study intervention, concomitant 
medications, or clinical trial procedures, but rather it was related to infection. Pfizer concurred with the investigator’ causality assessment. 
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Medical History EN xO 
INo Medical History yr 
iS 


w2) 
Study Vaccination(s) 


Vaccination Number Vaccine = =—=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo) 


VACCINATION 2 Placebo 4) 
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AE P 0-6 F so? 
Number |(Days) j |4 E Related To: 


| Medications 


e) 
INonstudy Vaccines 


No Nonstudy Vaccines 
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Unique Subject ID: ppp; Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 

Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Study Vaccination(s) 


Vaccination Number Vaccine = =——Ss| Vaccination Date (Study Day) ‘Time of Vaccination ig 


VACCINATION 1 IBNT162b2 


IMedDRA |MedDRA Preferred ae 5 a rt ba Start |Stop Date Stop |Duration |Toxicity 
(Number |SOC Term Investigator Text Time |(Study Day) Time |(Days) |Grade 


} LOOD {Blood loss anaemia is 4 a 


HEPAT ONGOING 


(20) 


3 GASTR  |Gastrointestinal 
haemorrhage 


= GASTR  |Haematochezia 


pepe 20} _joncowe _} {i 


A 
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Date of First Dose: ppp); Date of Last Dose: ppp ) 


Adverse Events 


Action to 


SAE JAE Still Present? AE Related To: 


NOT RELATED/OTHER: due to varices 
NOT RELATED/OTHER: Worsepitig of 
Resolved (ppp) [NOT RELATED/OTHER: 
IN [Resolved (ppp) [NOT RELATED/OTHER’ Duet’ 

Resolved (ppp) [NOT RELATER/OTHER2Spontaneous event 
Resolved (ppp) ‘HER: Worsening of previous condition 
NOT RELAG 
TC/TCN 


IN |Resolved (ppp) INOT TED/OTHER: Worsening of previous condition |1 20 IN 


= 
= 
= 
oO 
ber J 
D 
= 
ASE 
is") 
fe) 
g 


5 
| 
E 
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Prohibited Concomitant Medications 


marAX* 
— 


|Nonstudy Vaccines 
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Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase —" ———| 


SCREENING 


Narrative Comment 
Subject , a 70-year-old with a sation medical history of 
received Dose 1 on ppp. 


Concomitant medication received within 2 weeks prior teat onset of the gastrointestinal hemorrhage included PPD. 


The subject was diagnosed with a aes aad on ppp, 19 days after receiving Dose 1. 


On ppp) (Day 20), the subject wargat italized for a gastrointestinal hemorrhage. The clinical chemistry laboratory test results on the same day 
(Day 20) showed sodium of 147, es of 3.7, chloride of 116, carbon dioxide (CO2) of 16.6, blood urea nitrogen (BUN) of 22, creatinine of 1.07, 
international normalized ratio , albumin of 3.0, total protein of 6.5, direct bilirubin of 0.61, alanine aminotransferase (ALT) of 24, aspartate 
aminotransferase ee aecind al alkaline phosphatase (ALP) of 96 (normal ranges and units were not reported). On ppp) (Day 20), the subject 
was diagnosed with ie loss anemia, , hematochezia, esophageal ulcer, thrombocytopenia, esophageal varices, and 
hypernatremia. Ate eae performed on Se revealed postbanding ulcers and residual esophageal varices. The esophageal 
varices wer anded, and the subject was observed overnight. The subject failed to report a history of 
eee veer on ppp revealed a hematocrit (Hct) of 22.9, hemoglobin (Hgb) of 7.1, sodium of 147, potassium of 3.7, chloride of 119, CO: of 

UN of 18, creatinine of 0.86, white blood cell count of 2.9, platelet count of 70, albumin of 2.7, total protein of 5.3, ALT of 15, AST of 31, and ALP 

rn 0 0 (normal ranges and units were not reported). On ppp 7) (Day 22), the laboratory results showed Het of 21.4, Hgb of 7.0, sodium of 143, 
potassium of 3.6, chloride of 115, CO2 of 21.0, BUN of 14, and creatinine of 0.73 (normal ranges and units were not reported). A COVID-19 test was not 
performed during the hospitalization. The blood-loss anemia, gastrointestinal hemorrhage, hematochezia, hypernatremia, esophageal ulcer, and esophageal 
varices were considered resolved on = EF (Day 22). It was noted that the bleeding did not reoccur, and the subject was discharged on the same day 

te that 


(Day 22). The subject notified the si was feeling well and had recovered from the event. 
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 


The subject was withdrawn from the study on ppp) (Day 22) because of the gastrointestinal hemorrhage. The and 
thrombocytopenia were ongoing at the time of withdrawal. 4k 


In the opinion of the investigator, there was no reasonable possibility that the gastrointestinal hemorrhage was relatell 6 the study intervention, concomitant 


medications, or clinical trial procedures, but rather it was related to ulcers. Pfizer concurred with the investigy® s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: 2D iin 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


MedDRA Preferred Term Start Date Disease Status 


pe Present | 
pe Present ———_—| 
pro [Preven | 
pee —_[Presem ——_—| 
— 
pea [Presem ——_—| 
oe 
pep [Presene ——_—| 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Study Vaccination(s) Aw 
‘Vaccination Number Vaccine = =—S=S Vaccination Date (Study Day) 
VACCINATION 1 pa 

CY 


Adverse Events 


IMedDRA |MedDRA Preferred 
Term 


1 VASC [Accelerated | i 

hypertension 7 
2 RENAL  |Acute kidney injure 

4 2 

3 IRESP Acute respiratory failure 

a > » 
4 CARDO Atrial fibrillation 

aX’ 
5 eX CARD — |Cardiac failure 3 TC/P/W IY 
«i congestive 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Adverse Events 


AE |[MedDRA |MedDRA Preferred Diva 
Number |SOC Term i ei Subject |SAE 
i ia poe 


9 METAB |Hypokalaemia 


3 2 TC N 


Rae Na (0D) 

<ul yell 
'@) 

—- 3 Fi TC 


(1) (2) 


3 2 N N 


(9) (1) 


2 2 N N 


C1) (12) 


S| pee Pep 


Z 


Number |AE Still Present? |AE Related To: 


i eal A 

(Ppp +d condition 

ieee tr 
pp) 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1490 


0901 77e19e02d7c3\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 44 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


ae ination [Pri Narvativ 
Number |AE Still Present? |AE Related To: inatiomEv 


NOT RELATED/OTHER: due to congestive heart 
failure 


NOT RELATED/OTHER: URINARY TRACT 
INFECTION 


OT RELATED/OTHER: due to diuresis 


NOT RELATED/OTHER: WORSENING OF PRE- _ {1 11 N 
EXISTING CONDITION 

NOT RELATED/OTHER: CONGESTIVE HEART _ {1 N 
FAILURE 

NOT RELATED/OTHER: URINARY TRACT 1 11 N 
INFECTION 


NOT RELATED/OTHER: spontaneous 
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Compound: PF-07302048; Protocol: C4591001 Page 45 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: oo 
Vaccine Group (as Administered): Placebo Oo Xe’ 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
yo’ ; 
. oO 
. Rac) 
ae 
or 
——————————— 1 oF 
Prohibited Concomitant Medications ow 


? 
No Prohibited Concomitant Medications aw 


> ( 
5 a? *\ 
Nonstudy Vaccines eX’ a 50% 

( —~ * 
No Nonstudy Vaccines a 40 


Subject Summary 


Status 
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Compound: PF-07302048; Protocol: C4591001 Page 46 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: ppppillillllllliiils Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Narrative Comment 
Subject , a 70-year-old with a pertinent medical history of 


received Dose | onppp . 


Concomitant medications received within 2 weeks prior to the worsening of chronic congestive heart failure. facitided 


>. oe 
The subject experienced worsening of chronic congestive heart failure on RG: After receiving Dose 1. 
On ppp) (Day 9), the subject went to an emergency room with dys ava (shortneSs of breath), accelerated hypertension, and an acute kidney injury 
and was subsequently admitted to the hospital with an exacerbation of éhronic ponpestive heart failure resulting in acute respiratory failure. On the same 
day (Day 9), the subject’s blood pressure (BP) was 217/113 (units not re ) and laboratory test results showed cardiac troponin I of 0.095 (units not 
reported), carbon dioxide of 21.8 mmol/L, blood urea nitrogen (BUN)@?35 mg/dL, creatinine of 2.61 mg/dL, N-terminal prohormone brain natriuretic 
peptide (NT-proBNP) of 19,381 pg/mL, and hemoglobin Aic of §4@ mg/dL (normal ranges not reported for all). A chest x-ray showed previous cardiac 
surgery with sternotomy wires in place and mild to moderat onary opacities that were suspicious for inflammation/infection or edema; no significant 
pleural effusions were noted. A second chest x-ray pe ed on the same day (Day 9) revealed bilateral pulmonary edema, for which the subject was 
treated with eb then transitio ed to administration. A urinalysis was positive for nitrites and leukocytes, and a urine 
culture showed Citrobacter freundii comp| n (Day 9), the subject was also diagnosed with a urinary tract infection, paroxysmal atrial 
fibrillation, and dehydration. a was t eae with for the urinary tract infection. While B was in the hospital, a 
SARS-CoV-2 (COVID-19) test sylPwas negative. On ppp | (Day 10), laboratory test results showed a hemoglobin (Hgb) of 96 g/dL, sodium (Na) 
Kyo .3 mmol/L, chloride (Cl) of 110 mmol/L, creatinine of 2.55 mg/dL, and NT-proBNP of 20,860 pg/mL. On the same day 
(Day 10), the dyspnea, respiratory failure, and dehydration were considered resolved, and the subject was noted to have hypokalemia. On 
Daye e subject experienced dizziness, hypotension, worsening of bilateral foot pain, and pyrexia (low-grade fever). ge BP was 118/69 
; lower than FP typical BP) because of treatment with . Laboratory test results showed Na of 


(units not re 
140 ae of 3.3 mmol/L, Cl of 110 mmol/L, and creatinine of 2.61 mg/dL. On the same day (Day 11), the pulmonary edema resolved. On 
5 (Day 12), laboratory test results showed Na of 136 mmol/L, K of 3.7 mmol/L, Cl of 104 mmol/L, creatinine of 2.45 mg/dL, and NT-proBNP of 
3)465 pg/mL. On the same day (Day 12), the accelerated hypertension, hypokalemia, worsening of bilateral foot pain, and pyrexia resolved. On 
(Day 13), laboratory test results showed Hgb of 10.6 g/dL, Na of 137 mmol/L, K of 3.9 mmol/L, Cl of 107 mmol/L, and creatinine of 
2.49 mg/dL. On the same day (Day 13), the acute kidney injury and hypotension resolved. On ppp) (Day 14), the atrial fibrillation, worsening of 
chronic congestive heart failure, dizziness, and urinary tract infection resolved, and the subject was discharged from the hospital on 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pppiiiii Ns Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


The subject was withdrawn from the study on ppp) because of the worsening of chronic congestive heart failure. 


x 
i eat a : xen? 
In the opinion of the investigator, there was no reasonable possibility that the worsening of chronic congestive heart fa lukAwas related to the study 
intervention, concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality aSsessment. 
QO 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp; Country:PPD 
Vaccine Group (as Administered): Placebo woe 


Vital Signs - Baseline 


Medical History EN xO 
INo Medical History yr 
iS 


w2) 
Study Vaccination(s) 


Vaccination Number Vaccine = =——=*Y Vaccination Date (Study Day) Time of Vaccination 


VACCINATION 1 Placebo 
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 104 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 
Unique Subject ID: pppyyyyyyys Country:PPD 


Vaccine Group (as Administered): Placebo 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC 


2 


AE top |Duration 
Number |Time |(Days) 
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Compound: PF-07302048; Protocol: C4591001 Page 50 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pppiiiiiiiiiiiiiamas Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 0) ; ow? 

oO 


INonstudy Vaccines 
INo Nonstudy Vaccines 


Complies 


Withdrawn [VACCINATION fe oa EVENT 
Withdrawn FOLLOW-UP pppegS [ADVERSE EVENT 
AND, 


Narrative Comment 


The subject experienced myghdia\ on ppp.) 3 days after receiving Dose 1. 


The subject oe atin site pain on ppp) (Day 1) and developed fatigue and myalgia on ppp) (Day 4). 


The subject wyas Withdrawn from the study on ppp) because of the myalgia. The fatigue, myalgia, and vaccination site pain were all ongoing at the 
time of wi rawal. 


Inh€ opinion of the investigator, there was a reasonable possibility that the myalgia was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, ™ 


Unique Subject 1D: [Ey illlllllllllls Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of Birth Age at Enrollment (Years) 
pps  =—Sti—“<‘iéiPCUULLLLTTCd 


aN) Date Collected 
Height Weight BMI oO (Study Day) 


Ppp ke pp Ke/m2 


Medical History 


MedDRA Preferred Term ___‘|[Start Date 
[ppp Present 
ppp) Present 
ppp) Present 
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Compound: PF-07302048; Protocol: C4591001 Page 52 of 104 


Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 
Unique Subject ID: ppp: Country:PPD] NT 


Vaccine Group a ase BNT162b2 Phase 2/3 (30 pg) woe 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


- Hyperbilirubinaemia 


IRESP 


Start |Stop Date Stop |Duration |Toxicity 
O Stu a Bey) Time |(Study Day) Time|(Days) |Grade 


—— 
eee 


(227) (243) 


Investigator Text 


Adverse Events 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1499 


0901 77e19e02d7c3\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 53 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

Oo 


Prohibited Concomitant Medications S o% 
INo Prohibited Concomitant Medications xo 


er 
ek 
, am 
ae 
ss or 
go se 
fe) ave 


INNO LONGER MEETS 
ELIGIBILITY 
CRITERIA 
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Compound: PF-07302048; Protocol: C4591001 Page 54 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


[Narrative Comment = | 


PPD 
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Compound: PF-07302048; Protocol: C4591001 Page 55 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Nate 
Investigator Text ew IMedDRA Preferred Term Start Date Disease Status 
feo Past 
feo Past 
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7 {prohibited Concomitant Medications 


~ |INo Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 56 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 BNT162b2 pps | 
VACCINATION? __[BNT16202 ——— 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


= [HEPAT Acute hepatic failure 


Adverse Events 
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


INonstudy Vaccines é ot 
INo Nonstudy Vaccines xo 


Subject Summary 


Narrative Comment 


Subject a, ade eyear-old Ppp.) with no pertinent medical history, received Dose 1 on ppp) and Dose 2 on ppp) 
(Day 22). 


The subject was dingngse th acute hepatic failure on ppp), 78 days after receiving Dose 2. 
On PPDENACDay 100), the subject visited the emergency room because of the acute hepatic failure, which required hospitalization. 


Q 
The subject was withdrawn from the study on ppp | (Day 100) because of the acute hepatic failure, which was ongoing at the time of withdrawal. 


se. opinion of the investigator, there was no reasonable possibility that the acute hepatic failure was related to the study intervention, concomitant 


qd 
dO medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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Compound: PF-07302048; Protocol: C4591001 Page 58 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


Medical History xO 


[ppp Present 
ppp) Present 
pep) Present 
[ppp Present 
[ppp Present 
[ppp Present 
[ppp Present 
ppp Present 
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Compound: PF-07302048; Protocol: C4591001 Page 59 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


cee 
PPD [Present 
ey Present 
}e»—_p=__ 


eb vaccuaton(s) 


TEU a oo —— a — 

VACCINATIONS _|BNTI622___—) ppp 27) ~ —SS—S—~=—éiSSSSC*d 

VACCINATIONS —__[BNTI6202 O° spp 47) ——SSSS—Ci CS 
yr * 


Start Date Start |Stop Date cin Duration 
Investigator Text (Study Day) Time |(Study Day) = — 


pppmmm 23)| [ONGOING _| 
ae 
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Compound: PF-07302048; Protocol: C4591001 Page 60 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


rele 


ot 
Prohibited Concomitant Medications ow 


No Prohibited Concomitant Medications naw 


INonstudy Vaccines 0 


Investigator Text , xO ; WHO Drug Preferred Term Start Date 


Ppp 
Pps 
pps 
ppp 
Pps 
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Compound: PF-07302048; Protocol: C4591001 Page 61 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase ——"— ————| 


SCREENING 


, received Dose | onppp  . 
The subject was diagnosed with hypertension on ppp), 22 days after receiving Dose 1. 


The subject was withdrawn fron ite study intervention on ppp | because of the hypertension, which was ongoing at the time of withdrawal. 


In accordance with the he proto allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed ari ubject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp) 


(Day 127) an (Day 147), respectively, and completed the study follow-up phase on pppy 7). 


In the ebiinion of the investigator, there was no reasonable possibility that the hypertension was related to the study intervention. 
> 
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Compound: PF-07302048; Protocol: C4591001 Page 62 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
X\O 
Oo 
ot 
or” 
ON 
eX’ 
aI 
Race = sR thnicity> Sex | 


Medical History xO 
Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
IP 


Ppp Present 
ppp _—Present 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) Time of Vaccination a4 : 
VACCINATION 1 Placebo CO e—“(;i‘séi SC 


VACCINATION 3 __JBNT169¥3 Tr eh 
VACCINATION 4 JBNT16262 1 a ae 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


H = |GENRL Injection site pain 


2 GENRL [Injection site swelling 
Lymphadenopathy — «> 
4 IBLOOD | |Lymphadenopatt KO ; 
Lymphaderiopathy 
6 [SKIN [Urticaftitr 


-?) 
Narrative 


Action 
Toxicity |to 
Grade _ |Subject |SAE/AE Still Present? AE Related To: |Number Vaccination |Event 
Resolved (ppp) [Study TreatmentB RN 


IN [Resolved (ppp) [Study Treatment 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp yy Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rac y 


Adverse Events 


Prohibited Concomitant Medications oe va ° 
|No Prohibited Concomitant Medications | is ne 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 
Completed SCREENING — | | 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 
Withdrawn [VACCINATION ppp [ADVERSE EVENT 
IREPEAT SCREENING 1 
2. 
Completed REPEAT SCREENING 3 
Completed OPEN LABEL am’ ad ‘ 
TREATMENT ew 62 
So 


Completed FOLLOW-UP PO 
Or 


Narrative Comment 
Subject ppp a 30-year-old BEDS with no pertinent medical history, received Dose 1 on ppp). 
The subject experienced urticaria (hives, poet chest) on ppp), 3 days after receiving Dose 1. 


On ppp) (Day 7), the urticaria Soived. 
as 


The subject was discontinuedftom the study intervention on ppp) because of the urticaria and remained in the study to be evaluated for safety, 
immunogenicity, and efficacy. 


In accordance withthe protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confined that the subject had originally received placebo; the subject therefore received the first, second, and third doses of BNT162b2 on 


Jon (Day 147), ppp) (Day 167), and ppp) (Day 393), respectively, and completed the study follow-up phase on ppp). 


ft the opinion of the investigator, there was a reasonable possibility that the urticaria was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 66 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: pps Country:PPD9) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yo 
& 


; 


‘Vaccination Number Vaccine = =———SsS Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 ___[BNT16262 —)> = | 
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) oe S 
SS \ 

xe 

Oo 
ot 
a2 
oO 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 
J Pe &P 


see 


Nonstudy Vaccines 
INo Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 68 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group i ne) BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase — a aw 


SCREENING 
ihn VACCINATION — a — 


Narrative Comment 
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Compound: PF-07302048; Protocol: C4591001 Page 69 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


present 
ppp) (Present 
a 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 70 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


VACCINATION 1 [Placebo ———~ipppu 
VACCINATIONS __[BNTIG2=2_______ ppp (7) 
VACCINATION4 _[BNTI62»2 bpp 93) 


Time of Vaccination 


Adverse Events 


AE MedDRA |MedDRA Preferred Start Date 
(Number |SOC Term i (Study Day) 


Adverse Events 


bcos Sait Present? AE Related To: 


i 8 qlResolved (pp) [NOT RELATED/OTHER: UNDERLYING MEDICAL CONDITION [1 20s 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 71 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
Oo 
ot 
a 
\O 
ON 


2S 
INonstudy Vaccines et 
ee Text ee Drug Preferred Term 7 ow = Date | 
Xe) 


& gd 


Study Phase Withdrawal 


SCREENING — | 


WV ACCINATION ; 


REPEAT SCREENING | [ppp 


ADVERSE EVENT 
PROTOCOL 
DEVIATION 


OPEN LABERO 
TREATMEN’ 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Narrative Comment 


Subject PPD) a 60-year-old with a pertinent medical history of 


The subject experienced worsening hypertension on ppp), 19 days after receiving Dose 1. 
On ppp) (Day 41), the worsening hypertension resolved. 
The subject was discontinued from the study intervention on ppp) because of thegxdrsening\f9 pertension, 


* “CO 
In accordance with the protocol allowance, the subject agreed to be unblinded to densnin ther the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therfore received the first and second doses of BNT162b2 on ppp 7) 
(Day 172) and ppp) (Day 193), respectively. ae cot 
N 


The subject was withdrawn from the study on pppy 7) because of thewebtip of a nonstudy COVID-19 vaccine (protocol deviation). 


In the opinion of the investigator, there was no reasonable possibiag fhat the worsening hypertension was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 73 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 
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Compound: PF-07302048; Protocol: C4591001 Page 74 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp; Country:PPD 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp | An? 


es 
PPD fPresenn 
pei [Presene 
pm Ps 


Study Vaccination(s) x 


Vaccination Number Vaccine = «| Vaccination Date (Study Day) ‘Time of Vaccination 
VACCINATION 1 ___JBNT16262_o% Pn bp 
yee 


S 


Adverse Even ow J 


Co 
AE o<\(MedDRA |MedDRA Preferred 
Number SOC Term Investigator Text 


ppm eo] JoNcowc] 
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Compound: PF-07302048; Protocol: C4591001 Page 75 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) Rave e 


Adverse Events 


|r es NOTRELATEDOTHER:PPDEE 


y ~CO* 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Subject Summary 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Withdrawn [VACCINATION ppp [ADVERSE EVENT 


Withdrawn FOLLOW-UP ppp ADVERSE EVENT 
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Compound: PF-07302048; Protocol: C4591001 Page 76 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


received Dose 1 


d @ 
The subject was diagnosed with a diabetic foot ulcer (right foot) on ppp, 19 days after receiving Dose 1. 


e) 
The subject was withdrawn from the study on because of the diabetic foo ued ( i fot), which was ongoing at the time of withdrawal. 
bu 


In the opinion of the investigator, there was no reasonable possibility that the diab foop ler was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 77 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD | 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date Collected 
(Study Day) 


Pps) 


Medical History xO 


a 
a 
a 
a 
a 
re 
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Compound: PF-07302048; Protocol: C4591001 Page 78 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

\ 


‘Vaccination Number Vaccine = =———S—Ss| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 a 


THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


MedDRA ees Preferred Start Date Start |Stop Date Stop |Duration 
(Number |SOC LER si Text (Study Day) Time |(Study Day) Time |(Days) 
i i eS) | 


Orophar 
—— 


AE Related To: 


ee Resolved ep NOT RELATED/OTHER: 1 I Y 
BIN Reseda NOT RECATEDVOTHIER: uinown 
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Compound: PF-07302048; Protocol: C4591001 Page 79 of 104 


Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Prohibited Concomitant Medications 7 am 
No Prohibited Concomitant Medications aw 
e\e 


ne* \ 
INonstudy Vaccines a aoe 
[No Nonstudy Vaccines | wn? 
ew 
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Compound: PF-07302048; Protocol: C4591001 Page 80 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


[Narrative Comment | 


PPD 
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Compound: PF-07302048; Protocol: C4591001 Page 81 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


aN) Date Collected 
Height Weight BMI 9 (Study Day) 


Pppike pp Ke/m2 


MedDRA Preferred Term Start Date Disease Status 


a 
a 
a 
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_.N6 Prohibited Concomitant Medications 


Compound: PF-07302048; Protocol: C4591001 Page 82 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


tudy Vaccination(s) 


‘Vaccination Number Vaccine = =———Ss| Vaccination Date (Study Day) Time of Vaccination ; 
VACCINATION 1 BNT162b2 Ppp | Ke 


D ; . 


AE - \O ‘ 
Number |Subject |SAE|AE Still Present? AE Related To: 


Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 83 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) rs S 
Se N 
xe 
yO 


INonstudy Vaccines S of 
INo Nonstudy Vaccines go 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase be we oe 


SCREENING oS 
Withdrawn VACCINATION foes 2 pincer VERSE EVENT 


Withdrawn FOLLOW-UP “ ASO WITHDRAWAL BY 
\\0 SUBJECT 


Narrative Comment 


, a 60-year 
, received Dag PPD st 


ie) 
On an unspecified date in , the subject experienced upper abdominal pain (right quadrant). 
On a (Day,20); ihe upper abdominal pain resolved. 
®iiscontinued from the study intervention on ppp) because of the upper abdominal pain. The subject requested withdrawal from the 


opinion of the investigator, there was no reasonable possibility that the upper abdominal pain was related to the study intervention, but rather it was 
lated to gallbladder disease 
doe g : 
\S 
aX 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline “oe 


Date Collected 
(Study Day) 


4 XO 


Investigator Text oe IMedDRA Preferred Term Start Date Disease Status 


a a 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——Ss Vaccination Date (Study Day) Time of Vaccination 
VACCINATION | ___[BNT162b2 a) oe 
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Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ow? 
Se SS \ 
Se ron 
\o 
. 
vat 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


1 SKIN Pruritus 


2 _|carp 


Adverse Events 


ar 
Start Date Start |Stop Dato 
Investigator Text (Study Day) ndy Day) 


Tachycardia 


INonstudy Vaccines 
No Nonstudy Vaccines 
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Unique Subject ID: ppp; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


& 
et 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal \ 


SCREENING 


Withdrawn [VACCINATION Ps 0 


2 
FOLLOW-UP eh 


ON 


Narrative Comment 

Subject ppp 9, a 60-year-old Bpy with no pertinent medical history, recetved Dose 1 on ppp. 
(e, 

On ppp), 1 day after receiving Dogo, the subject reported tachycardia, which resolved the same day. 


On the same day (Day 2), the subjeckiso experienced generalized pruritus, which resolved on the same day. 


The subject was discontinyssttom the study intervention on ppp) because of the tachycardia, and the subject requested withdrawal from the study 
onPPDMMN- 2 


In the opinion.@fthe investigator, there was a reasonable possibility that the tachycardia was related to the study intervention. 
ca 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Medical History xO 


[ppp Present 
ppp) Past 
pep) Past 

[ppp Present 
ppp Present 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1534 


0901 77e19e02d7c3\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 88 of 104 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

\ 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——=sX| Vaccination Date (Study Day) Time of Vaccination «© . 
VACCINATION 1 BNT162b2 ppm) bp 


5 usage 
4 GENRE [Pyrexia 


Adverse Events 


a ST 
PRB frcre Nese pape Brady Treatment |i 
ee a eS ce 
bbb fre IN Resolved (ppp [Sudy Treatment] | 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: [Ey llllllllllls Country: PPD tt 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


[Prohibited Concomitant Medications | gor" 
No Prohibited Concomitant Medications es 
@ 


INonstudy Vaccines 5 xo i Xe ) 
Investigator Text WHO Drug Preferred Term ol 5 Ps Or Start Date 


Subject Summary 


| ‘ai | 
ow Withdrawal/Completion |Reason for 
Status Study Phase _ xe Date ‘Withdrawal 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pug) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


On ppp ~~, after Dose 1 administration, the subject experienced chills, headache, and pyrexia. a 
On the same day (Day 1), the subject also experienced myalgia. On ppp) (Day 2), the chills, headgehe) pyrexia, and myalgia resolved. 
) because,of the 4G" headache, and pyrexia and was withdrawn from the 


The subject was discontinued from the study intervention on (Day 2 
study on ppp) because of the receipt of a nonstudy vaceifie prone deviation). 
ee) 


In the opinion of the investigator, there was a reasonable possibility that the his, headachié, and pyrexia were related to the study intervention. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 
N 


Medical History 


favestigator Text ee 
pp resem | 
presen ——_—| 
a oe 
a oe 
a 
Ppp _Presemn ——_—| 
pp _Presemn ——_—| 
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Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
N 


[pepe Present 
[ppm Past 
a | 


Past 


Vaccination Num ner Vaccine = =——S=S Vaccination Date (Study Day) ‘Time of Vaccination 
VACCINATION Placebo ppm) 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group ‘oa pdupieyered) Placebo woe 


— Events 


MedDRA es Preferred Start Date Start |Stop Date 
umber |SOC Investigator Text (Study Day) _|Time|(Study Day) ints 
ppm @|  pppmee.@) 


a a oS 
bare IN Resolved (ppm [Study Treaimentfi iN 
Do [TC IN Resolved (papi [Sty Treaiment{i pb IN 

a” BN IN [Resotvea ppp [Study Treatmenthi > NV 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) : ow? 
Oo 
ot 


INonstudy Vaccines ch 
No Nonstudy Vaccines < 
et 


aa Reason oe 
Status Study Phase — aa eu oe wal 


SCREENING 


<> 
[Narrative Comment , Ry | 
Subject , a275-year-old EF: with a pertinent medical history of 


On ppp, 1 day after sbi Dose 1, the subject experienced diarrhea and fatigue. 


On ep | helanhes Me subject also experienced headache, myalgia, and nausea. On ppp | (Day 5), ad experienced vomiting, with the 
ea, nausea, and vomiting on the same day (Day 5). On ppp 7 (Day 8), the symptoms of fatigue, headache, and myalgia 


aidjéct was discontinued from the study intervention on ppp) because of the fatigue and was withdrawn from the study on ppp) because 
a a diarrhea. 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 
ot 
sor” 
ON 
eX’ 


a 
Date of Birth [Age at Enrollment (Years) cs, ‘ity Sex | 
ppm Se 


ov? < om 
wr* . oe 
a" xo 
Vital Signs - Baseline oO. 


Start Date 

[ppp Present 
[ppp Present 
pep 
bpp 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 ug) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——Ss Vaccination Date (Study Day) Time of Vaccination fe : 
VACCINATION 1____[BNT16202 rs 


VACCINATION 2 JBNT162632 a a a 


Start |Stop Date 
> po e |((Study Day) 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


ae Duration 


Toxicity 
Grade 


1 NERV Cerebrovascular TC 
accident (4 1) 
2 INERV Cerebrovascular 1 3 TC/W |Y 


accident (184) (84) 


ie ie oe | moe | FoF PP 
GASTR nee hageal 
refl Gfigease 
hs ne Ypertensive emergency 
oO 
5X 


6 WASC Hypertensive emergency 
eX’ 
C\ 
GENRL_ |Treatment 
noncompliance 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group st jaruaaiaiis BNT162b2 Phase 2/3 (30 pg) woe 


AE Related To: 
INOT RELATED/OTHER: history of 


NOT RELATED/OTHER: stroke-SAE owe 55 aT 
submitted os 

NOT RELATED/OTHER: history of ae ot a 
) 


INOT RELATED/OTHER: Disease 
process 


NOT aacee aE 
ey 
aO 


LATE 


re) ‘|Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppppilllllllliials Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


INonstudy Vaccines 
INo Nonstudy Vaccines 


Subject Summary 


Narrative Comment 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Narrative Comment 0a | 


PPD 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 
Unique Subject 1D: [Ey illlllllliills Country: PPD St 


Vaccine Group (as Administered): Placebo 


AgeatEnroliment (Years) [Race Bthmicity™ Sex 
\e 


Medical History 


[ppp Present 
[ppp Present 
[ppp Present 
ppp) Present 
pep) Present 
[ppp Present 
[ppp Present 
ppp Present 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 


a 
es | 
—1 
| 


ce 


Study Vaccination(s) 
‘Vaccination Number i Time of Vaccination 


Adverse Events Ae 

AE MedDR‘ MedDRA Preferred Start Date Start |Stop Date Stop |Duration |Toxicity 

Number |SGC Term Investigator Text (Study Day) Time |(Study Day) Time |(Days) |Grade 
ppm 2) | ppp 2] Pk 


ee eee 
| eee 
fj [GASTR Womiting ee | OD bes 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp; Country:PPD 50° 
Vaccine Group (as Administered): Placebo one’ ' 


Date of First Dose: ppp); Date of Last Dose: ppp ae 


Adverse Events 


Narrative 
Event 


POTTER WN Resoved pope 
B__ITCITEN/P fy_ Resolved (ppp 


aX 
Prohibited Concomitant Medications nro 


No Prohibited Concomitant Medications 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo 
Date of First Dose: ppp ; Date of Last Dose: ppp 


Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


NO LONGER M fHETS 
EIGGIBILAYY 
CRITERIA 


bOST TO FOLLOW- 
UP 


[Narrative Comment 


PPD 
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Unique Subject ID: ppp ; Country:PPD 
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Date of First Dose: ppp ; Date of Last Dose: ppp 


Page 104 of 104 


Narrative Comment 
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Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Date of Birth Age at Enrollment (Years) 
pa =o di| 


ppp Present 
bg Present | 
pep Presen——_| 
BPD resem 
opm [Presen —— 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPDY 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——Ss| Vaccination Date (Study Day) 
VACCINATION 1 Placebo =P) 


Adverse Events 


AE IMedDRA |MedDRA Preferred {rt Date Stop Date Stop 
Number |SOC Term Investigator Text ar? (Study Day) Time 


1_[GASTR 


Adverse Events 


Subject [SARIA 


Prohibited Concomitant Medications 


NoP@ohibited Concomitant Medications 
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INonstudy Vaccines of 
INo Nonstudy Vaccines 


Coa Rea for 
Status Study Phase Date Fie wy a_i 


SCREENING 
Ream [VACCINATION oo RET EVENT 
Withdrawn FOLLOW-UP popes” [ADVERSE EVENT 


Narrative Comment . 
a7/0-year-old ppl with a pertinent medical history of 
_ a@ceived Dose | on ppp. 
The subject experienegd diarrhea on ppp, | day after receiving Dose 1. 


The subject ayes Withdrawn from the study on ppp) (Day 4) because of the diarrhea, which resolved on the same day (Day 4). 


In the epinion of the investigator, there was a reasonable possibility that the diarrhea was related to the study intervention. 
ma 
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Vaccine Group (as Administered): ane’ 
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— Events 
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area SOC Investigator Text (Study Day) |Time|(Study Day) 
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AE Toxicity 
(Number |Grade 
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Unique Subject ID: ppp Country:PPD 

Vaccine Group (as Administered): . ne* 
Date of First Dose: N/A; Date of Last Dose: N/A AS ~ 


Subject ppp 0, as24-year-old ppp) with reported medical history, reported presyncope and vomiting during the prevaccination 
blood sample collection on ppp) (Day 1), which resolved that same day. 


The study vaccination was not administered per the 


XO: 
phiSician’s decision, and the subject was withdrawn from the study on ppp) (Day 1) because of 
the presyncope and vomiting. ~o 


fe) 
In the opinion of the investigator, there was no reasonable possibility that the presyncope and vomiting were related to the study intervention, but rather they 
were related to the blood sample, collection. 
aX 
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Unique Subject ID: ppp Country: 5k 
a: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) ane’ 


Date of First Dose: ppp); Date of Last Dose: ppp) oe 


Study Vaccination(s) 


Vaccination Number Vaccine = =—=——S—Ss Vaccination Date (Study Day) ‘Time of Vaccination ¢\O° 
VACCINATION |___[BNT162b2 pepe) pe 


Start Date ae? Start |Stop Date 
a@ (Stud Qs 


.a Ico 
fp IResoived (ppp [Sudy Treatmentf. Iv 
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Unique Subject 1D: ppp Country: PPD NNN 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


[Nonstudy Vaccines | go" 
No Nonstudy Vaccines <o 
ek 


aX) 
Withdrawal/Completion | 
Date VO" 7 Re, i 
Cg * [e, 


ot 
ADVERSE EVENT 


Cc 


Completed FOLLOW-UP ). 
NE 


Narrative Comment -\Se 
> a<24-year-old PPD) with a pertinent medical history of , received Dose | on 


The subject experignesd severe headache and injection site pain on ppp), | day after receiving Dose 1. 
On the sampeghiy (Day 2), the headache and injection site pain resolved. 


Th aByéct was discontinued from the study intervention on ppp) (Day 2) because of the headache and injection site pain and completed the study 
of follow-up phase on ppp. 


a? In the opinion of the investigator, there was a reasonable possibility that the headache and injection site pain were related to the study intervention. 
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Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of Birth Age at Enrollment (Years) 


pp CBO 


@» Date Collected 
Height Weight BMI 9 (Study Day) 
kg ykin2 


ppp ke pp Ko/m2 


Medical History 


Investigator Text a IMedDRA Preferred Term Start Date Disease Status 
[pppN [Present 
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Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp An? 


Investigator Text MedDRA Preferred Term Start Date Fe 
——E 


Study Vaccination(s) a @ 
‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION 1 a a 


Adverse Events 


AE MedDRA i tr Start Date Start |Stop Date Stop |Duration 

Number |SOC Investigator Text (Study Day) Time |(Study Day) Time |(Days) 

INFEC re ppp 3) bppibpppm ®) pepe | 
AIDS 

rou 
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Unique Subject ID: ppp ) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


MedDRA |MedDRA Preferred Start Date 
cane SOC Term Investigator Text — Day) 


6 VASC_ [Flushing 


mil Still Present? 


Start 
Time 
PPD (48) |pppy| 


Stop Date 


(Study Day) _ hs 
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Narrative 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines 


Investigator Text WHO Drug Preferred Term 


Completed SCREENING e Po 
Competed VACCINATION ——— i 
Completed REPEAT SCREENING! ppm SSCS 


) 

INO LONGER MEETS 
ELIGIBILITY 
CRITERIA 


with a pertinent medical history of 


Withdrawn OPEN LABEL 
TREATMENT 4 
x 


, received Dose 1 onppp — and Dose 2 on 


inggobttane with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
s confirmed that the subject had originally received placebo; the subject therefore received the first dose of BNT162b2 on ppp) (Day 148). 


The subject experienced an allergic reaction to vaccine on ppp), the day of receiving Dose 3 (the first dose of BNT162b2). 
On ppp) (Day 148), 5 minutes after the first dose of BNT162b2 administration, the subject developed facial swelling and facial flushing considered 


to be an allergic reaction to the vaccine. The subject also experienced nausea, | hour 18 minutes after the first dose of BNT162b2 administration, and 
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Unique Subject ID: ppp Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


urticaria (hives on abdomen), 3 hours 18 minutes after the first dose of BNT162b2 administration. On the same day (Day 148); the nausea resolved. On 


(Day 149), the urticaria, facial flushing, facial swelling, and allergic reaction to the vaccine resolved. <o® 
The subject was discontinued from the study intervention on ppp) because of the allergic reaction to vaccine id was withdrawn from the study on 
because the subject no longer met the eligibility criteria. oo ® 
In the opinion of the investigator, there was a reasonable possibility that the allergic ae to vaccipscwas related to BNT162b2. 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 
Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——sX[ Vaccination Date (Study Day) 

VACCINATION 1 Placebo pple | 

VACCINATION 2 Placebo Csi )—— twss—s~Csidzd 
MedDRA Preferred 


AE MedDRA 
Number |SOC Term 
1 


INEOPL {Breast cancer 


weCOw 
Start Date 
(Study Day) 


Adverse Events 


Start Date End Date 
jon GOING || 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ae S 
SS \ 
ee 
RK) 


INonstudy Vaccines S of 
INo Nonstudy Vaccines ac 


Las ao) i é 
Status Study Phase Date —— eS ae aaa 


SCREENING 
Compleiey [VACCINATION ss | 
Withdrawn [FOLLOW-UP ppm” [ADVERSE EVENT 


Narrative Comment 
and Dose 2 on 


o& 
The subject was daggos8l with breast cancer on an unspecified date nia. approximately 41 days after receiving Dose 2. 


The subject see treatment with ie. 


The suede was withdrawn from the study onPPD because of the breast cancer, which was ongoing at the time of withdrawal. 


othe opinion of the investigator, there was no reasonable possibility that the breast cancer was related to the study intervention. 


aoe" 
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Vital Signs - Baseline Ot 
Date Collected 
Height i : (Study Day) 


Medical History xO 
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fmm Preset 
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ee Vaccination Date (Study Day) ‘Time of Vaccination 
VACGINATION |___[BNT162b2 pp) Cid 
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Adverse Events 


IMedDRA |MedDRA Preferred 
Santee SOC Term 
INEOPL {B-cell small 
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stage IV 
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Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events _O 


AE Related To: Ne 1 N 
es 


NOT RELATED/OTHER: PPD) and 
ASCVD 


INOT RELATED/OTHER: HISTORY OF 


INOT RELATED/OTHER: History of 


NOT RELATED/OTHER: unknown 
NOT RELATED/OTHER: Blood Pregsttre: 
side effects _N @ 

NOT RELATED/OTHERx@hknown 
Resolved NOT RELATED/OTHER: Decreased 
(Ppp) scerebral blood-flow and carotid artery 


: ren ; 
stenosis andy potension 


x) >) 
.e0 


c 
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Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Subject Summary 


pegen Sembee 
—_ Study Phase Date 


=: 2h: awa 
SCREENING a 
Completed [VACCINATION poe ce | 


FOLLOW-UP ppp 0 [ADVERSE EVENT 
Withdravn [REPEAT SCREENING ppm ____[OTHER 


Narrative Comment 


Subject , a275-yeareold 275-year<Old | with a pertinent medical history of 


, received Dose 1 onppp and Dose 2 on ppp) (Day 20). 
Concomitant medications jo ded 
for carotid artery stenosis. 


The subject cxrtfienced arrhythmia on ppp), 403 days after receiving Dose 2. 
The subject was withdrawn from the study on ppp) (Day 423) because of the arrhythmia, which was ongoing at the time of withdrawal. 


late. opinion of the investigator, there was no reasonable possibility that the arrhythmia was related to the study intervention, but rather it was related to the 
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Date of First Dose: ppp); Date of Last Dose: ppHyyyy) Rat ia 


tudy Vaccination(s) 
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VACCINATION 1 [Placebo ——~ipppuNNN) 
VACCINATION? [Placebo ___—~ipppis 22) 
VACCINATIONS _[BNTIG2=2_______ bpp (7) 


Adverse Events 
MedDRA pean Preferred 


INonstudy Vaccines 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase —_ a Withdrawal 


SCREENING Pa 
Complaed ~~ VaccINATION — en 


Withdrawn OPEN LABEL 0 
TREATMENT 


IREPEAT SCREENING 1 


Narrative Comment 


aX 
Subject | , a 60-year-old PPD" © with a pertinent medical history of 


Dose 2. on ppp (Day 22). 


In accordance with the protocol waits the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subjeg originally received placebo; the subject therefore received the first dose of BNT162b2 on ppp) (Day 177). 


The subject Mea Siac chest pain (angina pectoris) on ppp), the day of receiving Dose 3 (the first dose of BNT162b2). 


, received Dose 1 on ppp and 


The subject eesatinued from the study intervention on Day 177) because of the angina pectoris, which was ongoing at the time of 
on going 


iene Sad he subject completed the follow-up phase of the study on ppp 7. 


Inct@opinion of the investigator, there was a reasonable possibility that the angina pectoris was related to BNT162b2. 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: [Ey illlllllllllls Country: PPD tt 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Medical History xO 


Page 26 of 94 


a 


Ethnicity Sex 


Investigator Text oo MedDRA Preferred Term Start Date 


= 
a 
st 
a 
a 
a 
a 
— 
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Investigator Text MedDRA Preferred Term Start Date Pa Sane 


= Past 


BON Presen | 


Study Vaccination(s) a ; © 
‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION | ___[BNT162H2 as 


Adverse Events 


oN 
Start Date Start |Stop Date Stop 
Investigator Text (Study Day) Time |(Study Day) Time 


a eae 


Headache 


INERV Headache 
is [MUSC Muscular weakness 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


er —$§“ns 
sft Ea 


_ 9 Treatment 
7 | = ; ) {Study Treatment pop 


5) Study Treatment |1 


Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 29 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


Completed SCREENING 


Withdrawn 


Narrative Comment 


Subject ppp. @ 40-year-old 
received Dose | on ppp 7). 


The subject reported right eye pain on PPD a) day after receiving Dose 1. 


On ppp | (Day 2), the subject also geitrionced fatigue, headache (2 episodes), abdominal discomfort, diarrhea, loose stools, and muscular weakness. 
The diarrhea and headache resolved ony same day (Day 2). On ppp) (Day 29), the abdominal discomfort, loose stools, right eye pain, fatigue, 
and muscular weakness resolved O 


The subject was discontinued from the study intervention on ppp) because of the right eye pain, and the subject requested withdrawal from the 
study follow-up phase6n pppilllllll- 


In the opiniox st the investigator, there was a reasonable possibility that the right eye pain was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 30 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: [Eilts Country: PPD tt 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Age at Enrollment (Years) [Race Ethnicity” Sex 


Ppp Past 
ppp Past 
ppp [Present 
Pepe Present 


xO 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Vaccination Number Vaccine = =——Ss|Waaccinattion Date (Study Day) Time of Vaccination 
VACCINATION | ___[BNT16262 a 


SO} j : 
na fc __|N_ [Resolved (ppp) [Study Treatment I 
seo [rove _|N [Resolved (ppp) [Study Treatment 


Resolved (ppp) [Study Treatment 
Resolved (ppp ))_~—«[Study Treatment 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) Ye 
; ae 
Date of First Dose: ppp); Date of Last Dose: ppp | Ane 
<\ 
yO 
ot 
sone? 
3 


Prohibited Concomitant Medications <® 
No Prohibited Concomitant Medications ot 


aw 


of ” Withdrawal/Completion |Reason for 
Status Study P ase Date Withdrawal 


Completed SCREENING 
Withdrawn. @ACCINATION ppp [ADVERSE EVENT 


Withdrawn Ro ~ [FOLLOW-UP LOST TO FOLLOW- 
ane UP 
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


x€ 
oF 
The subject experienced a worsening headache on ppp), | day after receiving Dose 1. am 
The subject experienced severe injection site pain, worsening headache, pain in extremity (left arm pain), Chest discomfort on ppp) (Day 1), 
(Day 2), PPI (Day 3), and PPD (Day 5), respectively. 0 
CO 
se ofttiie w 


On ppp) (ay 5), the subject was discontinued from the study intervention bgt > orsening headache. The injection site pain, pain in 


extremity, worsening headache, and chest discomfort resolved on PPD Day (Day 8), ppp) (Day 9), and ppp) 
(Day 12), respectively. no” x\0 


eX 50 
The subject was withdrawn from the study on ppp) because the Subjest Was lost to follow-up. 


In the opinion of the investigator, there was a reasonable possibility 1athe worsening headache was related to the study intervention. 
nal 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 


Date of Birth Age at Enrollment (Years) [Race Ethnicity” Sex 
— = =— 


Vital Signs - Baseline 0 


, XO 


Investigator Text co IMedDRA Preferred Term Start Date Disease Status 
a 
ppp Present 
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Compound: PF-07302048; Protocol: C4591001 Page 35 of 94 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pppiiiiiianaas Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
<\ 
Oo 


Vaccination Number [Vaccine |Vatelnation Date Study Day) [Time of Vaccination _|O°” 
VACCINATION] __[anT1622___——ipppmmmms() pp 
VACCINATION? [pNT16262______ ppp 03) 


sow 
e>  go° 


Adverse Events 


AE IMedDRA |MedDRA Preferred AG tart Date 
Number |SOC Term Investigator Text _ » (Study Day) 


Arthralgia 
2 IGENRL _ [Chills 


GENRL _ |Fatigue 


Start |Stop Date 
Time |(Study Day) 


3 
4 
5 GENRL = |Fatigue : 
6 = [NERV Headache, xO 

17 |GENRL_[Inje Jol site pain 
8 [GENRLx | {fection site pain 
po LIS 7 Myalgia 


co 
oe 
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Compound: PF-07302048; Protocol: C4591001 Page 36 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy) Country: 
Vaccine Group ist anunedibenk BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 


a 
> fre et —— cer a 
oe —<<$1 a Sh 

p ror oh pS : 
a en 


N_ {Resolved ( —< Treatment |3 


atened =r 


Nonstudy Vaccines 


Investigator Text WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp ss Country:PPD oo 
Vaccine Group ve enue: BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 


Completed 


Completed VACCINATION —— 
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Compound: PF-07302048; Protocol: C4591001 Page 38 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp I ) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 


Subject ppp 9, a 30-year-old ppp) with no pertinent medical history, received Dose 1 on Qind Dose 2 on PPD sis 
(Day 23). por 
The subject received a nonstudy PRD on ppp oy. ON 


@ 
In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the s o was eligible to enter a subset group for 
evaluation of boostability and protection against emerging COVID-19 variants of concern. [t was confitmed that the subject had originally received 2 doses 
of BNT162b2; the subject therefore received an additional dose of BNT162b2sa (South, A Kean eratiant) at ppp) on ppp) (Day 205). 


The subject experienced injection site pain (moderate severity) and fatigue (nasi Pee on ppp.) approximately 5.5 hours after receiving 
Dose 3 (the first dose of BNT162b2s,). The subject subsequently develo hraigia, ‘chills, headache, and myalgia on ppp), 1 day after receiving 
the first dose of BNT162b2sa. @ aoe 
O 
On ppp) (Day 206), the arthralgia, chills, headache, and miyalgievolved, but the severity of fatigue worsened from mild to moderate on the same 


day. On ppp) (Day 207), the severity of the fatigue mere rom moderate to mild and resolved on the same day. On ppp | (Day 208), the 
severity of the injection site pain improved from moderate toil and resolved on the same day. 


< 
The subject was discontinued from the subset group sos on ppp) because of the events and completed the study follow-up phase on 
o 


as 
In the opinion of the investigator, there wa reasonable possibility that the events were related to BNT162b2sa. 
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Compound: PF-07302048; Protocol: C4591001 Page 39 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Medical History xO 


| (a 
ppp Past 
pep Present 
ppp) Present 
[ppp Present 


ppp Past 
[ppp Present 
ppp Present 
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Compound: PF-07302048; Protocol: C4591001 Page 40 of 94 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Investigator Text MedDRA Preferred Term Start Date peresctal 
BAS Presen | 
ke a Pet 


Study Vaccination(s) 
Time of Vaccination 


~~ — 

CEE STE Opp?) sip 

VACCINATIONS _|BNTI622___—) —ipppm ds) ~—SsS~*~*—‘iSSSSSCSCSCSCSC*d 

VACCINATION4 __|BNTI622 O° —sipppmm 77) ~—SSS™S~*~*éiSSSSSSSSC*d 
we : 


Adverse Events SOY a 


————_ = Text —a Day) i Day) = Grade 
[BLOOD [amenia i 
°h___[psveu_ | 
3 |GASTR | Constipation Ho | 
Diabetic ketoacidosis B | 


Wile TR] uo 
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Compound: PF-07302048; Protocol: C4591001 Page 41 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ae 

ow 


Adverse Events 6 oO 

(Number |SOC Term Investigator Text (Study Day) Time |(Study Day) @)Time|(Days) _|Grade 
5 |GASTR_ [Dyspepsia Q | joncong |_| 
6 GASTR [Gastric ulcer wy (295) 6 3 


haemorrhage 
7 INEOPL = _|Lung neoplasm 
malignant 


8 |GENRL Non-cardiac chest pain 


Relative 
Prior Day From 
‘Vaccination |Prior Narrative 
Number ‘Vaccination |Event 


TC N__ [Resolved ¢ ) INOT RELATED/OTHER: situational 4 180 N 

B rc IN ResolyeirG ) 

ved 
reyrcn/wly [Yess [NOT RELATED/OTHER: lung cancer, UNKNOWN 


AE Action to 
Number |Subject SAE JAE Still Present? 


ITC IN [Resolved ( 
2 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 

Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp ) Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


\ 
INonstudy Vaccines a? 
fF 
No Nonstudy Vaccines &@ 


ae 
liseli [eti Reason for 
Study Phase Date pee ———— 
Completed SCREENING 


Completed VACCINATION — 
Completed REPEAT SCREENING] [ppt ms —SS=dSSSCS*S 


with a pertinent medical history of 
, and a family medical history of 
, received Dose | on and Dose 2 on 


Page 42 of 94 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 


was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on 


(Day 157) andPPD (Day 177), respectively. 
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Compound: PF-07302048; Protocol: C4591001 Page 43 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Ns Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Concomitant medications received within 2 weeks prior to the onset of the malignant lung neoplasm included 


: e) 
\ 
oii (Day 352), a laboratory test result showed glucose of 778 mg/dL (normal range [NR]: 70-180 @VaL), and a SARS-CoV-2 test result was 
negative. On the same day (Day 352), the subject was diagnosed with diabetic ketoacidosis. ow 


OW 
OnPRD a chest x-ray showed bilateral perihilar peribronchial thickening with,cettal congestive/bronchitic changes and no acute cardiopulmonary 
abnormality. < a) on 


OnPRD a chest x-ray showed mild patchy bibasilar peripheral pulmoitary.qpicities without significant interval change. 


CO. 
OnPRD (Day 356), the subject experienced PPD and constipation. The subject’s laboratory test results showed glucose and potassium 
levels of 209 mg/dL and 3.3 mmol/L (NR: 3.6-5.2 mmol/L), respectivelyOn the same day (Day 356), the diabetic ketoacidosis, PD and 

constipation were considered resolved. } 


“ 
The subject was diagnosed with a malignant lung neoplasm PPD I. 181 days after receiving Dose 4 (the second dose of BNT162b2). 


oii. a chest x-ray was ordered due to vated white blood cell count (date and values were not reported), and the results revealed faintly 
increased bilateral airspace opacities and slightlycodular left upper lobe opacity. During hospitalization, the subject was treated with 


The subject was watiaawn from the study onPPD because of the malignant lung neoplasm, which was ongoing at the time of withdrawal. 


In the opi ios OF the investigator, there was no reasonable possibility that the malignant lung neoplasm was related to the study intervention, concomitant 
medigatjons, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
ef\ 
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Compound: PF-07302048; Protocol: C4591001 Page 44 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 1) S 
Se rrr x\0 
a {VO 

Oo 


Demography © 


Date of Birth Age at Enrollment (Years) Race —<—ssSsSCSCsSC Rtn “it y° 
50 


Medical History 


Ppp Present 
Ppp Present 
ppp Present 
Ppp Present 
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Compound: PF-07302048; Protocol: C4591001 Page 45 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPDS 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 9) 


Study Vaccination(s) 


‘Vaccination Number Vaccine =——SsW Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo ppp) | 
VACCINATION 2 Placebo pp) 


Guillain-Barre 
syndrome 


AE MedDRA Preferred : ..c|Siart Date 
(Number i aw (Study Day) i 
1 | 


Adverse Events 


AE Toxicity |Action to .|\~ | i 
Number |Grade__|Subject-— 


Tnestennw 


- [Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Subject Summary OO” WW 
~ we, 
Reason for 


Study Phase 


ADVERSE EVENT 


Narrative Comment 


Subject 3 io a 50-year-old with a pertinent medical history of: 


), received Dose 1 on, b and Dose 2 onppp (Day 20). 


Concomitant medi ations received within 2 weeks prior to the onset of the Guillain-Barre syndrome included PPD 


The subject was diagnosed with Guillain-Barre syndrome on ppp, 83 days after receiving Dose 2. 


On ppp 7), the subject developed a mildly productive cough. On ppp) (Day 103), the subject had a sudden onset of ascending paresthesia 
with bilateral numbness of the feet and hands. On ppp, the subject developed lower extremity weakness and difficulty walking. The subject had 
Ino previous history of these symptoms. On ppp, the subject was hospitalized because of the dry cough and tingling and numbness of the fingers 


and toes, and was subsequently diagnosed with Guillain-Barre syndrome. The subject was hypertensive with a blood pressure (BP) reading of 159/97 (units 
not reported). The subject had shortness of breath (SOB); the subject’s oxygen saturation was 98% on room air. The subject felt more comfortable with 2 L 
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© Jlower left lung, and a questionable left small subpulmonic pleural effusion. The hospital records mentioned elevated creatinine and low sodium (values not 
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Vaccine Group (as Administered): Placebo woe 


oxygen delivered via a nasal cannula. Considering the subject’s upper respiratory symptoms and history of , the subject was 
tested for COVID-19, and the result was positive. The subject’s primary investigations, including a complete blood counteg ucose, electrolytes, troponin, 
and blood urea nitrogen (BUN), were all within normal limits. The subject was admitted to the hospital with an impression of COVID-19 pneumonia and 
transverse myelitis; however, after further testing, both diagnoses were ruled out. d ow 

On ppp. the subject’s laboratory test results showed a white blood cell (WBC) count of 7.3103 nan? (normal range [NR]: 4.0-11.0* 10/mm+°), 
neutrophil of 71.6% (NR not provided), lymphocyte of 15.8% (NR not provided), potassiyym, of PaO (NR: 3.5-5.0 mEq/L), low sodium of 133 mEq/L 
(NR: 135-145 mEq/L), calcium of 9.0 mg/dL (NR: 8.6-10.3 mg/dL), high lactate dehydrogen: ‘<A 209 IU/L (normal high: 181 IU/L), high fibrinogen of 
509 mg/dL (NR: 218-441 mg/dL), elevated D-dimer of 1.33 ug FEU/mL cromgitite 05@ g FEU/mL), elevated creatine phosphokinase of 712 U/L 


(NR: 39-308 U/L), elevated C-reactive protein (CRP) of 6.3 mg/dL (NR: 0.05300 ak), and high ferritin of 417 mg/mL (NR: 24-336 mg/mL). A chest x- 
ray showed clear lungs, no pleural effusion, and the cardiomediastinal sifoue eas unremarkable. A computed tomography scan of the head without 


contrast showed no focal brain lesion, hemorrhage, extra-axial fluid collegtign, infarction, or mass. A cervical-thoracic-lumbar magnetic resonance imaging 
without contrast showed alignment, spinal cord signal, and an incidental) yénal and hepatic cyst. There was no significant thoracic central or neural 
foraminal narrowing. Multilevel degenerative changes were s oderate to severe canal stenosis at L4-L5 was noted. The subject’s neurology 
evaluation revealed symmetric allodynia in the shins and wis minimal upper extremity dysmetria, decreased muscle power and tone, and absent reflexes 
throughout. Babinski and Hoffman signs were negative\An acute viral illness with sensorimotor deficits raised the possibility of immune-mediated 
polyneuropathy. A diagnosis of parainfectious Guiliain-Barre syndrome was confirmed. A lumbar puncture was postponed due to the subject’s frequent 
coughing spells, and empiric treatment wit was started. The 

was increased to to control the subject’s high BP. 


On , the subject was*tféated with 
wag feted On ppp _, arepeat chest x-ray showed a mild increase in interstitial opacities, no pleural effusion, and a 
cardiomediastinal silh@y ove. During hospitalization, the subject received 


The subject was referred for a swallow consultation because of a history of 


ae 
OS Sap. a chest x-ray showed minimal coarse/patchy infiltrative changes in the right lung base, a new focus of discoid atelectasis in the mid to 


q 
provided); however, the laboratory test results were reported to be within normal limits. 


On ppp), the subject received PRD due to uncontrolled hypertension and an episode of supraventricular tachycardia. The 


subject’s heart rate was 140 beats/min for 6 seconds, and it resolved spontaneously. 
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On ppp), the subject was transferred to a rehabilitation care facility. On admission, the subject was asymptomatic for 

SOB, loss of taste or smell, or body aches) and had chief complaints of generalized weakness, mobility impairment, and difficulty swallowing. The subject 
received physical therapy 6 days a week and occupational therapy 5 days a week. The subject’s antihypertensive m digations were continued, and the 
subject’s regimen was modified to include 


On ppp), dehydration was noticed, and PPD) therapy was initiated. The subject’s fluid i taxe’and output were continuously monitored. On 

, the laboratory test results showed BUN of 70 mg/dL (NR: 6-20 mg/dL), oa of 2 g/dL (NR: 0.7-1.2 mg/dL), WBC of 
17.94x1000/UL (NR: 4.3-11*1000/UL), neutrophil of 16.74x1000/UL (NR: 1.8-7.2x1@00/U hocyte of 0.28*1000/UL (NR: 1.2-3.7*1000/UL), and 
CRP of >20 mg/L (NR: 0.0-4.9 mg/L). Deep vein thrombosis prophylaxis with was started from ppp 7) 
to ppp). _ The subject lost 27 pounds in 1 month. The subject’s nutritionist ibed a fortified diet, which included protein shakes. The subject 
gradually started to regain /*P strength. The subject’s health improved oMthel Rod the subject was discharged on ppp 7). 


The subject was withdrawn from the study on ppp) because a the Guillain-Barre syndrome, which was ongoing at the time of withdrawal. 


In the opinion of the investigator, there was no reasonable possi) that the Guillain-Barre syndrome was related to the study intervention, concomitant 


medications, or clinical trial procedures. Pfizer concurred 


e investigator’s causality assessment. Per the investigator, the event was secondary to 
COVID-19. nro 
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Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 
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Medical History 
Investigator Text 


Present 
Present 


Present 
Present 
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Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 02 . 


Suds Naceination(s) 


VACCINATION Placebo] 


Adverse Events 


IMedDRA |MedDRA Preferred coe Start Date 
Number |SOC igator\Te (Study Day) 
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Prohibited Concomitant Medications of 
INo Prohibited Concomitant Medications 


N 
INonstudy Vaccines oo io 
INo Nonstudy Vaccines . © 


Subject Summary ed ; 


Withdrawal/Completion [Reason for 
Status Study Phase Date Key Withdrawal 
Completed SCREENING p— d+ 


VACCINATION ADVERSE EVENT 
od ADVERSE EVENT 


Narrative Comment 
, received Dose | on 


The subject reported,ysticaria on ppp), 9 days after receiving Dose 1. 
(Day 10), the urticaria resolved. 
CG ; sate 
subject was withdrawn from the study on ppp’) because of the urticaria. 


Rey the opinion of the i there was no reasonable possibility that the urticaria was related to the study intervention, but rather it was related to 


preexisting 


a” 
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Vital Signs - Baseline 0 
Date Collected 
(Study Day) 


MedDRA Preferred Term Start Date Disease Status 
pep Presem 


Study Vaccination(s) 
‘Vaccination Number Vaccine = =——sX[ Vaccination Date (Study Day) Time of Vaccination 
VACCINATION | ___[BNT162b2 a) bo 
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Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


Vaccination Number Vaccine = =—=——S—Ss| Vaccination Date (Study Day) 
VACCINATION 2 BNT162b2 ppm) 
THIRD DOSE BNT162b2 |BNT162b2 ppp (443)— sO 


Time of Vaccination 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term 


Adverse Events 


Present? IAE Related To: 


NOT RELATED/OTHER: Dementia diagnosis, neurological, etiology, unknown. 


No Prohibited Concomitant Medications 
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Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ae 
<\ 
Oo 
ot 


[Nonstudy Vaccines | aor 
No Nonstudy Vaccines ow" 
ek 


Subject Summary 


Study Phase vi 


e»> : IO a 
Completed VACCINATION pep OT 


av” 
Withdrawn a NO LONGER MEETS 


ELIGIBILITY 
CRITERIA 


Narrative Comment 
, a275-year-old ppp) with no pertinent medical history, received Dose 1 on ppp), Dose 2 on ppp) 


The subj cota diagnosed with dementia on ppp), 165 days after receiving Dose 3. 
x 
The, sibject was withdrawn from the study on Ppp) because of the dementia and as at no longer met the eligibility criteria. The dementia was 


In the opinion of the investigator, there was no reasonable possibility that the dementia was related to the study intervention. 
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Unique Subject ID: ppp Country: BPD linn 


Vaccine Group (as Administered): Placebo 


MedDRA Preferred Term Start Date Disease Status 


pp resem | 
a 
a oe 
a oe 
a 
Pp resen ——_—| 
pep resem ‘| 
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Medical History <0 
Investigator Text IMedDRA Preferred Term Start Date Disease Status | 


— 
0 
> 2 


Ko 


Study Vaccination(s) _ ev anON 


Adverse Events 
Number |SOC Term _ > Investigator Text (Study Day) |Time |(Study Day) |Time |(Days) |Grade |Subject |SAE 


VU 

1 INERV Amnesi ren 

Li eee | EE a 
eee A 

oO 
e@ 
‘al 
A ll acl me ll 
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Unique Subject ID: pppyyys Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


AE i 
—_— AE Related To: 
1 


INOT RELATED/OTHER: 
(Ppp) Junknown at this time 


the cause (corrected vision with 
glasses) 


Spontaneous resolution, caused 
1 \\ 


unknown aN 


A & 


Prohibited Concomitant Wiedications 


No Prohibited Cone mitant Medications 


’ |Nonstudy Vaccines 


No Nonstudy Vaccines 
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Unique Subject ID: ppp Ns Country:PPP oo 
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Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 


oe | 
N y a 


arrative Comment RCs 
Subject 50-year-old PPDISS witha peuitom medital history OPP 
, received Dose | on ppp 


1a, visual impairment, and worsening of chronic spastic paraparesis included 


Concomitant medications within 2 weeks prior to the onset of the arané 


. @ \ 
roe 

The subject experienced amnesia (short-term memory loss), visual impairment, and worsening of chronic spastic paraparesis on ppp), 16 days after 
receiving Dose 1. ot 


On ppp ~~) (Day 17), the subjeat\Bited the emergency room because of a sudden onset of change in visual perception and short-term memory loss. 
On the same day (Day 17), a agdiagnosed with worsening of chronic spastic paraparesis and bilateral eye pain. ee was hospitalized for further blood 
workup, a lumbar mache imaging studies. A blood test on ppp) (Day 17) showed C-reactive protein of 2.1 mg/L (upper limit of normal 
[ULN]: <8 mg/L), b od topper of 96 ug/dL (normal range [NR]: 72-166 g/dL), blood folate of 10.47 ng/mL (lower limit of normal: 4.77 ng/mL), and 
vitamin By2 of 733, mL (NR: 211-946 pg/mL). A nonenhanced head computed tomography scan showed no intracranial hemorrhage or acute territorial 
infarction. Byers was mild asymmetry of the lateral ventricles with dilatation of the atrium of the right lateral ventricle; however, the remainder of the 
ventricl&s Were normal in size and configuration. A computed tomography angiogram (CTA) scan of the head showed that the intracranial segments of the 
i carotid arteries and basilar, anterior, middle, and posterior cerebral arteries were patent without flow-limiting stenosis. No aneurysm or 
o({atteriovenous malformation was visualized. The CTA of the neck was unremarkable. The imaging results of the lungs, thyroid, and bones were 
unremarkable. A magnetic resonance imaging (MRI) of the brain to evaluate possible encephalitis in comparison with the CTA of the head performed on 
(Day 17) showed no abnormality within the brain parenchyma. A developmental venous anomaly was observed in the right frontal lobe. 
There was asymmetric enlargement of the atrium and occipital horn of the right lateral ventricle. There were no intraventricular masses seen, and the basal 
cisterns were patent. Mild mucosal thickening was present in the maxillary, ethmoid, sphenoid, and frontal sinuses. 


AW? 
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Date of First Dose: ppp); Date of Last Dose: ppp) es ) 

owe 


On ppp), the subject was seen by a neurologist, at which time the subject reported the symptoms of mental fogginess s@elated with visual changes 
that were described as poor depth perception. fe also reported subtle unsteadiness and admitted to having a long history. . On examination, 
was noted to have mild spasticity in the legs, brisk reflexes in the legs, and bilateral Babinski sign. ERG gait was lightly abnormal because of subtle 
circumduction of the right leg, and"? had mild issues with tandem gait. On ppp), a syphilis immuno iain M/immunoglobulin G (IgM/IgG) 
screen test (Treponema test) was nonreactive, and the human T-lymphotropic virus-1/-2 antibody test was ive. Autoimmune workup performed on 
was within normal limits. The subject’s visual correction improved with ok ate Thewual impairment was considered resolved on 


O* \\ 
On ppp) (Day 20), the hepatitis panel (hepatitis A, B, and C virus) and bys impftiodeficiency virus (antigen/antibody combination) tests were 
nonreactive. An MRI of the cervical spine was performed (unknown date), » sored no evidence of transverse myelitis or other acute or chronic 
process in the spinal cord. Mild multilevel spinal canal stenosis secon o disbulging and small disc protrusions were present at C2-C3 and C4-C5 


through C6-C7. There was no spinal cord impingement. Diffuse degenerative isc desiccation was noted. An MRI of the thoracic spine was obtained 


(unknown date) with and without gadolinium contrast for possible mye)opathy, which revealed minimal to mild degenerative changes in the thoracic spine. 
Vertebral body heights were maintained, and the bone marrow si were within normal limits. No spondylolisthesis or high-grade central canal or neural 
foraminal stenosis was observed. The spinal cord demons normal signal intensity. No evidence of abnormal enhancement was noted. There were no 
intradural or extradural masses, and the paraspinal softtiseies were unremarkable. On ppp) (Day 20), a lumbar puncture was performed, and the 
cerebrospinal fluid (CSF) analysis showed clear wdbolorless CSF with a red blood cell count of 114/uL (ULN: <2/uL), total nucleated cells of <3/uL 
(ULN: <5/uL); white blood cell count of 3h SSP glucose of 66, and protein of 51 (units and normal ranges not provided). The Gram stain showed no 
organisms, and culture results showed ao erowth for 5 days. The amnesia was considered resolved on PPD) (Day 20). On ppp, the subject 


reported that™ might have had mie jection site discomfort for 3 days after receiving Dose 1; however, PPD did not report it to the site at that time. 


The subject was discontin @ftom the study intervention on ppp) because of the amnesia, visual impairment, and worsening of chronic spastic 
paraparesis. The eye naitrwas considered resolved on ppp) (Day 72). The subject was withdrawn from the study on ppp) because of the 
visual impairments e worsening of chronic spastic paraparesis was ongoing at the time of withdrawal. 


In the opinish of the investigator, there was no reasonable possibility that the worsening of chronic spastic paraparesis was related to the study intervention. 


yt opinion of the investigator, there was no reasonable possibility that the amnesia and visual impairment were related to the study intervention, 
o {concomitant medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 


a0” 
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. XO 
2) PPD. [Present 
Ppp Pat 
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Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


accion Namber | |Waesine 0 \Vaeeination Date Gtmay Day) | imeot Veetmacon 0 


INERV 


Parkinsonism 


Adverse Events 


Investigator Text WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 62 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


ae OPEN LABEL 
TREATMENT 


Completed FOLLOW-UP 


Narrative Comment 

Subject ppp 0", a 60-year-old p °) with no pertinent medical history, received Dose 1 on PPD 

The subject was diagnosed with parkinsonispt‘o1 PEST: 14 days after receiving Dose 1. 

The subject was discontinued from thesStly intervention on ppp.) because of the parkinsonism, which was ongoing at the time of study completion. 


In accordance with the protocoh Mio wance: the subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of BNT162b2 on ppp 
(Day 138) and (Day 159), respectively, and completed the study follow-up phase on ppp 7. 


In the opinigs St the investigator, there was no reasonable possibility that the parkinsonism was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 63 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: [Ey lllllllllls Country: PPD tt 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
&@ 


; 


‘Vaccination Number Vaccine = =——S=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 ___[BNT16262 —) ll lr 
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Compound: PF-07302048; Protocol: C4591001 Page 64 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ow? 

N 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date 
Number |SOC Term Investigator Text (Study Day) 


\2 
‘A. “Re ated To: [Number 


Prohibited Concomitant Medications} 
No Prohibited Concomitant Mediéations 


pp 
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Compound: PF-07302048; Protocol: C4591001 Page 65 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal fo 


Completed SCREENING paps | 
Withdrawn VACCINATION ppm ____Abverseerint | 


Subject ppp, a 24-year-old PPD Qu ith no reported medical history, received Dose | on ppp). 
The subject developed pyrexia (fever [104.7°F]) on BPD) ll 1 day after receiving Dose 1. 


The subject was discontinued from the studyyitérvention on ppp. (Day 4) because of the pyrexia, which resolved on the same day (Day 4). The 
subject completed the study follow-up , phase on ppp 
S 


In the opinion of the investigators there was a reasonable possibility that the pyrexia was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 66 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
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Compound: PF-07302048; Protocol: C4591001 Page 67 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp yy ) Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


Po) 


‘ast 


el 


Study Vaccination(s) ev @ 


‘Vaccination Number Vaccine 


> 


xy 
THIRD DOSE BNTI6262 [BNTIG202 a 


Adverse Events 


Start Date 
(Study Day) 


Start |Stop Date 
Time |(Study Day) 
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Compound: PF-07302048; Protocol: C4591001 Page 68 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp yy) Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp 0) Rave i 


Adverse Events 


INderative 


Vaccination |Event 


CO 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 


INonstudy Vaccines re Oo 
No Nonstudy Vaccines x C O~ 


Withdrawn VACCINATION ppp [ADVERSE EVENT 
Completed REPEATSCREENING3 ppp 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1619 


0901 77e19e02d7c5\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 69 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


On ppp) (Day 29), the unilateral aaa respl ed. 
The subject was discontinued from the stud shtervention on ppp) because of the unilateral deafness and completed the study follow-up phase on 
2 
o) 


In the opinion of the investigator‘ there was a reasonable possibility that the unilateral deafness was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 70 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD | 


Unique Subject ID: pps Country:PPD) NT 
Vaccine Group as edlupineveredt); Placebo woe 


Vital Signs - Baseline 


a 


‘Vaccination Number Vaccine =—=——=s&| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo 
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Compound: PF-07302048; Protocol: C4591001 Page 71 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD | 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ae S 
Ae 
oO 
ot 
An? 
gO 


et 

bee 
Stop |Duration |Toxicity 

Time 


ee 


INonstudy Vaccines 
No Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 72 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 
Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) - ow? 

\ 


Withdrawal/Completion |Reason for 
Status Study Phase << oe oe 


SCREENING 
Witkin VACCINATION 
Completed FOLLOW-UP 
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Compound: PF-07302048; Protocol: C4591001 Page 73 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date of Birth Age at Enrollment (Years) 
a ee 


aN) Date Collected 
Height Weight BMI 9 (Study Day) 
yim?) 


Pepi ke pp Ke/m2 


Medical History 


Investigator Text % MedDRA Preferred Term Start Date Disease Status 
IP 


a 
a 
— 

a 
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Compound: PF-07302048; Protocol: C4591001 Page 74 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =—Ss&| Vaccination Date (Study Day) i 
VACCINATION 1 BNT162b2 paso 
VACCINATION? __[BNT16202 "Te 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


Blood glucose increased 


Adverse Events 


Prohibited Concomitant Medications 


rO (INo Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 75 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp’); Date of Last Dose: ppp yy) Ane 
<\ 
yO 


INonstudy Vaccines S of 
INo Nonstudy Vaccines go 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase pe we soe 


SCREENING 
Complaed ~~ VaccINATION a 


Withdrawn FOLLOW-UP “ ASO WITHDRAWAL BY 
\\O SUBJECT 


2 
Narrative Comment < 


with no pertinent medical history, received Dose 1 on ppp) and 


Concomitant medications received wiv ae prior to the onset of the increased blood glucose included PPD 


for type 2 diabetes meltitti. 


The subject reported incr lood glucose on ppp), 408 days after receiving Dose 2. 


The subject was hosfitalized due to the event on ppp) (Day 432). It was reported that the subject was diagnosed with type 2 diabetes mellitus on 
as initially prescribed with unknown oral medications. EB failed to disclose this information to the site staff during EB last visit on 
. Onppp ~~) (Day 434), the increased blood glucose resolved, and RED was discharged on the same day. 


tre Subject requested withdrawal from the study on ppp) (Day 434) because of the increased blood glucose. 


5 O° 'lIn the opinion of the investigator, there was no reasonable possibility that the increased blood glucose was related to the study intervention, concomitant 
aX medications, or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 
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a" 


Compound: PF-07302048; Protocol: C4591001 Page 76 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Demography 


Hate oh bet AgeatEnrollment (Years) [Race —~—~SCSC*di Act Sex 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
& 


aS 
Study Vaccination(s) 


‘Vaccination Number Vaccine = =—=——=*Y Vaccination Date (Study Day) Time of Vaccination 


VACCINATION 1 Placebo 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp I) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp | 


‘Vaccination Number Vaccine = =——Ss| Vaccination Date (Study Day) — of Vaccination a 


VACCINATION 3 IBNT162b2 
VACCINATION [BNT16342 =a 


Adverse Events 


AE MedDRA linea Preferred ow Ni art Date Start |Stop Date S 
Number |SOC Investigator Text Study Day) Tim — Day) Time 


Dermatitis allergic 


a a ———$1 co 
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Compound: PF-07302048; Protocol: C4591001 Page 78 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) : ane - 
Date of First Dose: ppp); Date of Last Dose: ppp An? * 
SaSsssssnssas sss assess sass sas SSS as SSS S SSS SSS SSeS SSS SS SSS SSS SSS SSS SSS SS SSS SSeS SSS SSS =a3 : 

yor 


Prohibited Concomitant Medications RS of 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 79 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Narrative Comment 
Subject ppp , a 30-year-old ppp) with no reported medical history, received Dose 1 on aN 
The subject developed drug hypersensitivity (allergic reaction to the study intervention) on ppp, 1 day after receiving Dose 1. 


On ppp) (Day 2), the subject developed allergic dermatitis (allergic reaction upper body rash). an 
The subject was discontinued from the study intervention on ppp) (Day 2) because of the drug hypersensitivity. 


The drug hypersensitivity and allergic dermatitis resolved on ppp) (Day 19). In Bor ant@e With the protocol allowance, the subject agreed to be 
unblinded to determine whether the subject was eligible for receipt of BNT162b2 , divas ed that the subject had originally received placebo; the 
subject therefore received the first and second doses of BNT162b2 on PPD > Dag I ) and ppp) (Day 186), respectively. 


\ 
The subject requested withdrawal from the study on ppp 7. em aoe 


In the opinion of the investigator, there was a reasonable possibility thas she drug hypersensitivity was related to the study intervention. 


ra 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1630 


0901 77e19e02d7c5\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy); Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of Birth Age at Enrollment (Years) 
ppm  =—i—“(‘éirOU™F™F™F™F™F™CCCd 


Vital Signs - Baseline 0 


xO 


Investigator Text oe IMedDRA Preferred Term Start Date Disease Status 
P: 


PPD Present 
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Compound: PF-07302048; Protocol: C4591001 Page 81 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp I) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppH I) Rat a 


Study Vaccination(s) 


VACCINATION | [Placebo pppua) 
VACCINATIONS _[BNTIG2=2____————=ipppu Ci 
VACCINATION4 _[BNTI6262______ ppp 235) 


Adverse Events 
MedDRA |MedDRA Preferred 


Start Date 
(Study Day) 


Grade? 


— 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 82 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


xe 
Nonstudy Vaccines ek 
[No Nonstudy Vaccines | ’ ~D 
AO 
o 


Subject Summary 


i for on Reason for 
Status Study Phase XN Withdrawal 


Withdrawn [VACCINATION PPD [ADVERSE EVENT 
Completed SCREENING Po 
Completed REPEAT SCREENING 1 <\ 


PRN 


\UPREAT 
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Compound: PF-07302048; Protocol: C4591001 Page 83 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp | An? 


+ 
On ppp), approximately half an hour after receiving Dose 1, the subject reported mild dizziness at PPD, ich resolved on the same day at ppp’. 


The subject was discontinued from the study intervention on ppp) (Day 1) because of the dizziness 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whet KIS Subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore ve irst, second, and third doses of BNT162b2 on 


(Day 212), ppp) (Day 235), and ppp) (Day 467), espe ively\’The subject completed the study follow-up phase on 


In the opinion of the investigator, there was a reasonable possibility thaft e Nyiness was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 84 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp; Country:PPD 
Vaccine Group (as Administered): Placebo woe 


Vital Signs - Baseline 


Medical History EN xO 
INo Medical History yr 
iS 


w2) 
Study Vaccination(s) 


Vaccination Number Vaccine = =—=S Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo) 


VACCINATION 2 Placebo 
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Compound: PF-07302048; Protocol: C4591001 Page 85 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ) 
<\ 
RK) 
ot 
An? 
ee 
X\ 


6] s\GfONGOING 
pe 


; 9 o> 
AE Still gow 
Subject |SAE |Present? |A! Related To: 
aN 


po Nes 


INonstudy Vaccines 


Investigator Text WHO Drug Preferred Term Start Date 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: pppiiiiiiiiiiiiiiiaas Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp) : ow? 

N 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase ——— aE ed 
SCREENING 


are e a 


Withdrayn [FOLLOW-UP —_—— 


{e) 
G 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


@» Date Collected 
Height Weight BMI oO (Study Day) 
pppmicm sD Kg ikin2 sb) 


pep ke pi Ke/m2 


Medical History 


a 
a 
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Compound: PF-07302048; Protocol: C4591001 Page 88 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Medical History 


1@) 
Investigator Text IMedDRA Preferred Term Start Date Disease Status | 


tp 
= Past 


Fe 


Study Vaccination(s) a @ 
‘Vaccination Number Vaccine Time of Vaccination 
VACCINATION 1 a a 


Adverse Events 


50 
MedDRA tn Start Date oa Stop Date oun 
Number |SOC Investigator Text =< Day) TE Day) 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1639 


090177e19e02d7c5\Approved\Approved On: 13-Jul-2023 18:31 (GMT) 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp I) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rac 


AE Related To: |Number _|Vaccinatiow Event 


PACs 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


dus : Withdrawal/Completion |Reason for 
v Study Phase Date Withdrawal 


Completed [SCREENING 


Completed VACCINATION — | 
Completed REPEAT SCREENING 1__pppmms SSCS 
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Compound: PF-07302048; Protocol: C4591001 Page 90 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Withdrawn FOLLOW-UP 


Subject ppp Os, a 50-year-old vitl , received Dose | on 
and Dose 2 on ppp) (Day 20). cro 


In accordance with the protocol allowance, the spbjeet agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had original}y<received placebo; the subject therefore received the first dose of BNT162b2 on ppp 7) (Day 180). 


The subject experienced urticaria onahforehead, posterior neck, bilateral posterior hands, and bilateral plantar areas on ppp 7), | day after receiving 
Dose 3 (the first dose of BNT 16262). 


e 
developed angioedgnid'Gn the forehead on ppp, 2 days after receiving the first dose of BNT162b2. 


The urticaria andahigioedema resolved on ppp | (Day 187). 


Ib e6¢Was discontinued from the study intervention on ppp) because of the urticaria and angioedema, and was withdrawn from the study on 
no longer met the eligibility criteria. 


In the opinion of the investigator, there was a reasonable possibility that the urticaria and angioedema were related to BNT162b2. 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 


Vital Signs - Baseline no 


Date Collected 
(Study Day) 


Pp) 


Medical History EN xO 
No Medical History yr 
& 


ae 
iStudy Vaccination(s) 


C 
oO ‘Vaccination Number Vaccine = =———SsS Vaccination Date (Study Day) Time of Vaccination 


VACCINATION |___[BNTI6262 —> _ | 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group se aseuaasibbiaige BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 


‘Vaccination Number Vaccine = =—=———S—Ss| Vaccination Date (Study Day) — of Vaccination 3 


VACCINATION 2 IBNT162b2 
VACCINATIONS [BNTI62b2SA sa 


Adverse Events 


eb @ 
BOs Start-Date Start |Stop Date Stop 
Investigator Text o e| s udy Day) Time |(Study Day) Time 
a ~ ppp 2) [ppl bppm 2) bpppy| 


GENRL 


Adverse Events 
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Compound: PF-07302048; Protocol: C4591001 Page 93 of 94 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) A? * 


ci 
Prohibited Concomitant Medications ‘ en? 


«lL \ 
No Prohibited Concomitant Medications \ @ + 
. ow 
oe 
: o 
e» aX J 
a+ \~CP 
eee ov? 
Nonstudy Vaccines Yr a 
. nN on us a 
No Nonstudy Vaccines an? e aw 


ow * |Withdrawal/Completion {Reason for 
Statu: Study Phase _< ° Date Withdrawal 


Completed 


Completed 


Withdrawn, ‘0 _ |SUBSTUDY ppp ~=—Ssti‘is SAD VERSE. EVENT 
OT fowowur popes 
am 
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Compound: PF-07302048; Protocol: C4591001 Page 94 of 94 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp: Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2SA (30 pg, 2 Doses) woe 


Subject ppp 9, a 40-year-old ppp) with no reported medical history, received Dose 1 on 
(Day 20). 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subject w; ibis to enter a subset for evaluation 
of boostability and protection against emerging COVID-19 variants of concern. It was confirmed that the subject had originally received 2 doses of 
BNT162b2; the subject therefore received the first dose of BNT162b2s, (South African variant) on (Day 217). 


The subject was diagnosed with lymphadenopathy (left axillary adenopathy) on pepe o: | dayafter receiving Dose 3 (the first dose of BNT162b2sa). 
The lymphadenopathy resolved on ppp) (Day 223). e <O 3 o® 


The subject was withdrawn from the subset dosing on ppp 7) becauset the | lyephadenopathy and completed the study follow-up phase on 
: @ AS 
<\ 


oO 
In the opinion of the investigator, there was a reasonable possibility that she lymphadenopathy was related to BNT162b2sa. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1645 


0901 77e19e02d7c6\Approved\Approved On: 13-Jul-2023 18:32 (GMT) 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppl Country: BPD" nny 


Vaccine Group (as Administered): 


Vital Signs - Baseline O* 


¢) = ‘a\ 
aN e-Coilected 
KS udy Day) 


‘i 
Winttedlitowees | «ee 
Medical History am 
ot 
yok 
5 
oe 


a > 
Study Vaccinatioy s) 
No Study Va@ecination(s) 
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Compound: PF-07302048; Protocol: C4591001 Page 2 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): 

Date of First Dose: N/A; Date of Last Dose: N/A 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date 
Number |SOC Term Investigator Text (Study Day) 
1 INV 


Blood pressure 
increased 


Adverse Events 


AE Related To: 


INOT RELATED/OTHER: aes KES 
during vaccine preparation periét? 


(Number |AE Still Present? 


Resolved 
(pp) 


Prohibited Concomitant Medic aa : 


No Prohibited Concomitant Meutications 


O'INo N onstudy Vaccines 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1647 


0901 77e19e02d7c6\Approved\Approved On: 13-Jul-2023 18:32 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 3 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): woe 
Date of First Dose: N/A; Date of Last Dose: N/A 


Subject Summary 


Subject ppp lll. 2 40-year-old ppp with no reported medical history, experienced increased blood pressure before the 
administration of study intervention on ppp), which ae the same day. 


The subject was withdrawn from the study before the adipjgisfstion of study intervention on ppp) (Day 1) because of the increased blood pressure. 


In the opinion of the investigator, there was no reagohce possibility that the increased blood pressure was related to the study intervention. 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1648 


0901 77e19e02d7c6\Approved\Approved On: 13-Jul-2023 18:32 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 4 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: PPD) Country:PPD oo 
Vaccine Group a ee BNT162b2 Phase 2/3 (30 pg) woe 


MedDRA Preferred Term 
[Present 
[Present 
[Present 
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Compound: PF-07302048; Protocol: C4591001 Page 5 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ow? 

\o 
Study Vaccination(s) S os 


AN 

‘Vaccination Number Vaccine = =——Ss& Vaccination Date (Study Day) Time of Vaccination [0% 

VACCINATION 1 BNT162b2 ppp) pp 

VACCINATION 2 BNT162b2 pop 22) EON 
er 4 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 
1 


INEOPL = |Hormone receptor 
positive breast cancer 


Adverse Events a x 


AE Toxicity 
Number |Grade 
a 


2 


Prohibited ( Concomitant Medications 
No Prokibr ed Concomitant Medications 


Investigator Text WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 Page 6 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) Ane 
<\ 
Oo 
ot 
Oo? 
Subject S oo 
ubject Summary e 
ye 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


Completed VACCINATION — rr ee 


Narrative Comment 


Subject ppp 7, a 60-year-old ppp) with ne pertinent medical history, received Dose 1 on ppp) and Dose 2 on 


(Day 22). oo® 


The subject was diagnosed with hormone receptor-positiystbreast cancer (ER-positive intraductal carcinoma of left breast) on pppyp’ 7), 235 days after 
receiving Dose 2. | 


On PPD) (Day 257), the subject notic fa fhass ing left breast. A breast ultrasonography scan showed a 19x12 mm solid lesion. A fine needle 
biopsy of the lesion was performed, ani Sone report on ppp) revealed an intraductal carcinoma. On ppp), the subject underwent 
a mastectomy and segmental re igndb mph node resection procedure for the breast cancer. The subject was diagnosed with carcinoma in situ without 
lymph node involvement. Thesibject did not receive any hormonal therapy for the breast cancer. On ppp), the subject was discharged from the 
hospital. Histopathology séeults on ppp) were consistent with ER-positive intraductal carcinoma. The subject received protective radiotherapy on 
he) 

\e 
The subj ectayas\ Piha from the study on ppp) because of the hormone receptor-positive breast cancer, which was ongoing at the time of 
withdrawa : 


Atosthe opinion of the investigator, there was no reasonable possibility that the hormone receptor-positive breast cancer was related to the study intervention 
ew) or clinical trial procedures. Pfizer concurred with the investigator’s causality assessment. 


a" 
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Compound: PF-07302048; Protocol: C4591001 Page 7 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, 


Unique Subject ID: PPD) Country: oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yo 
& 


a, 
Study Vaccination(s) 


C 
o ‘Vaccination Number Vaccine = =—_— Vaccination Date (Study Day) Time of Vaccination 


VACCINATION 1 Placebo 
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group a eu Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


‘Vaccination Number Vaccine = =—=——SsS( Vaccination Date (Study Day) — of Vaccination : 


VACCINATION 3 IBNT162b2 
VACCINATION [BNT16342 — a — rh 


Adverse Events 


AE MedDRA hie Preferred art D: ate sta 
umber |SOC Investigator Text ec a udy Day) 


Z 


1 


ae aa [Food poisoning 


8B  |GENRL Injection site pain 


Adverse Events 
oy 
Subject |SAE |AE Still Present? AE Related To: 


TO PN Resohed QQ NOTRELATIDOTE spy 
RON IN_[Resotvea ppm) [NOTRELATEDIOTHER: BPD poisoning 1 _isa___iN 
BN IN RResotves ppm Sudy Treamen BON 


Stop Date Stop |Duration 
ime |(Study Day) Time |(Days) 
seid all 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD” 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Prohibited Concomitant Medications 
INo Prohibited Concomitant Medications 


INonstudy Vaccines 


Subject Summary DS 
peice Comnletion Reason for 
Study Phase iDate 


ee 


Completed SCREENING Rad! 
Withdrawn VACCINATION ppp ——=aRPDES | 
Completed REPEAT. SGREENING 1 Po 


O RESP ABEL 
IFREATMENT 
FOLLOW-UP INO LONGER MEETS 
ELIGIBILITY 
CRITERIA 
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Compound: PF-07302048; Protocol: C4591001 Page 10 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


[Narrative Comment = | 


PPD 
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Compound: PF-07302048; Protocol: C4591001 Page 11 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy ) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date Collected 
(Study Day) 


Study Vaccination(s) 
‘Vaccination Number Vaccine = =—SsM Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo DG) 
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OL fis NIN PResotea ppp [Study Treatment] | 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group a ee: Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


‘Vaccination Number Vaccine = =——Ssd( Vaccination Date (Study Day) Time of Vaccination 3 
VACCINATION 3 BNT162b2 ppp o2)— sip 


VACCINATION 4 JBNT162¥2 a — ieee 
THIRD DOSE BNTUG2H2 JBNT162N2 a a oe 


Page 12 of 92 


Adverse Events 
MedDRA eae Preferred 


AE Duration Toxicity 
INiimber (Days) |Grade [Subject |SAE|AE Still Present? AE Related To: |Number 


on 
a a 
BoP INN Resoivea (ppp [Sway Treatmen{r py] 
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Compound: PF-07302048; Protocol: C4591001 Page 13 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) Rave y 


AE Related To: [Number 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


Completed [SCREENING 


Withdrawn VACCINATION ppp ADVERSE EVENT 
Completed REPEAT SCREENING 1 bpp SiS 
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Compound: PF-07302048; Protocol: C4591001 Page 14 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


Completed IREPEAT SCREENING 3 


Completed OPEN LABEL 
TREATMENT 


Narrative Comment 


Subject ppp yyy. 2 30-year-old pppwy with no pertinent medical history, received Dose 1 on ppp. 
The subject was diagnosed with an ieregular peal ate on ppp, the day of Dose 1 administration. 


On ppp) (Day 1), the subject alge xperienced increased blood pressure, diarrhea, fatigue, and pyrexia. The fatigue and pyrexia resolved on 
(Day 10). xO 2 
The subject was withdrawyefrom the study intervention on ppp) because of the irregular heart rate. The diarrhea resolved on ppp 7) (Day 14), 


(Day 162), ppp) (Day 183), and ppp) (Day 407), respectively, and completed the study follow-up phase on ppp). 


n the opinion of the investigator, there was a reasonable possibility that the irregular heart rate was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 15 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


a 


Date of Birth Age at Enrollment (Years) Race ——S—SSs«S thi cit y° Sex | 
ppl —Sti<Ctsi—CSC~iCLO 


Vital Signs - Baseline 0 
Date Collected 
(Study Day) 


XO 


Investigator Text oe MedDRA Preferred Term Start Date Disease Status 
Es 
‘ 
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Compound: PF-07302048; Protocol: C4591001 Page 16 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp 9) 


Study Vaccination(s) 


Vaccination Number Vaccine = =——Ss| Vaccination Date (Study Day) 
VACCINATION | ___|BNT162b2 ee) 


Time of Vaccination 


Adverse Events 
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Compound: PF-07302048; Protocol: C4591001 Page 17 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp | Ane 
<\ 
RK) 
ot 


[Nonstudy Vaccines | go" 
No Nonstudy Vaccines <® 
et 


Subject Summary 


Narrative Comment 


Subject ?a.40-year-old ppDilillll With a pertinent medical history of PPD 


received Dose | on 
The subject experigned myalgia (shoulders and neck, on the right body side) on ppp, 7 days after receiving Dose 1. 


The subje OS discontinued from the study intervention on ppp) and was withdrawn from the study on ppp) because of the myalgia, which 
was ongoing at the time of withdrawal. 


of aie opinion of the investigator, there was a reasonable possibility that the myalgia was related to the study intervention. 


aoe" 
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Compound: PF-07302048; Protocol: C4591001 Page 18 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group = jaunebiieek BNT162b2 Phase 2/3 (30 pg) woe 


Vital Signs - Baseline 0 


Past 
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Compound: PF-07302048; Protocol: C4591001 Page 19 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) ; ov? 

x\ 


MedDRA bate Preferred 


ro) hibit ed Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 20 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


INonstudy Vaccines ot 
INo Nonstudy Vaccines 


Subject Summary >\) B Xo) 
al 


Withdrawal/Completion, Reas fo 
Completed SCREENING PE OO OY 


eC OQ 
Withdrawn [VACCINATION Ps Oo. | aa 
Completed FOLLOW-UP 
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Compound: PF-07302048; Protocol: C4591001 Page 21 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 

ox 


[Narrative Comment o | 


XN 
oa 
ae 
cor 
a 
ot 
ep? 
ae 
yo 
oe 
* 
x 
oo 
& 
oe 
oe 
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ANN 


Compound: PF-07302048; Protocol: C4591001 Page 22 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppl Country:PPP oo 
Vaccine Group (as Administered): woe 


S 


Vital Signs - Baseline 


Medical History EN xO 
INo Medical History yo 
&@ 
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Compound: PF-07302048; Protocol: C4591001 Page 23 of 92 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): 

Date of First Dose: N/A; Date of Last Dose: N/A ads ~ 


—— Events 


MedDRA pee Preferred 
eee ber [SOC 


INERV ee 


Vomiting 


Adverse Events 


oe 5 
Start Date Start |Stop Date x > | Duration Toxicity 
Investigator Text ——ay Day) Time |(Study Day), & ad a Grade 


KnXO ‘ GN 
2 


on 
‘ \ 
AE Related To: POS 


& 
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Compound: PF-07302048; Protocol: C4591001 Page 24 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): woe 
Date of First Dose: N/A; Date of Last Dose: N/A 


Subject Summary 


Narrative Comment 


Subject ppp I, a 40-year-old ppp) with no ee Red medical history, experienced syncope and vomiting after the prevaccination 
phlebotomy on ppp) (Day 1), which resolved on the say: 


The subject was withdrawn from the study before the adipjgisfstion of study intervention on ppp) (Day 1) because of the syncope and vomiting. 


In the opinion of the investigator, there was no raged possibility that the syncope and vomiting were related to the study intervention, but rather they 
were related to the phlebotomy. 
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Compound: PF-07302048; Protocol: C4591001 Page 25 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp; Country:PPD oo 
Vaccine Group (as Administered): woe 
Date of First Dose: N/A; Date of Last Dose: N/A ; a 


Medical History EN xO 
INo Medical History yr 
&@ 


ANN 
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Compound: PF-07302048; Protocol: C4591001 Page 26 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: pppyyyyyyyyyss Country:PPD 
Vaccine Group (as Administered): nk 
Date of First Dose: N/A; Date of Last Dose: N/A Rae y 


—— Events 
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Compound: PF-07302048; Protocol: C4591001 Page 27 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): woe 
Date of First Dose: N/A; Date of Last Dose: N/A 


Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


t ‘medical history, experienced syncope during the prevaccination blood 
sample collection on ppp | (Day 1); the syncope resolved on thas e day. 


The subject was withdrawn from the study before the adminis MOF study intervention on (Day 1) because of the syncope. 
ee 


we 
In the opinion of the investigator, there was no reasonahlepossibility that the syncope was related to the study intervention, but rather it was related to blood 
sample collection. on 
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Compound: PF-07302048; Protocol: C4591001 Page 28 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp | Ane 
<\ 
Oo 
ot 
oo? 
3° 
cay 


[Demography av or 
Date of Birth AgeatEnroliment (Years) [Race (Ethnicity Sex 
‘on 


Vital Signs - Baseline 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
& 


ae 
Study Vaccination(s) 


C 
oO ‘Vaccination Number Vaccine = =—S=S Vaccination Date (Study Day) Time of Vaccination 


VACCINATION |___[BNTI6262 —> | 
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“4 NO Nonstudy Vaccines 


Compound: PF-07302048; Protocol: C4591001 Page 29 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Adverse Events 


AE IMedDRA |MedDRA Preferred Start Date Start 
(Number |SOC Term Investigator Text (Study Day) Time 


1 [GENRE 


Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp» Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Subject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase —"" ———| 


SCREENING 


Narrative Comment 


Subject ppp I, a 40-year-old ppp) with neveported medical history, received Dose 1 on ppp. 


The subject reported moderate injection site pain on , er Dose | administration. 


The injection site pain resolved on ppp | (Day 19 


The subject was withdrawn from the study on because of the injection site pain. 


In the opinion of the investigator, there.was a reasonable possibility that the injection site pain was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 31 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Es Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Demography 


e) ‘% 
—— Age at Enrollment (Years) [Race Bthmictty Sex| 


Vital Signs - Baseline Or” 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
& 


ae 
Study Vaccination(s) 


C 
oO ‘Vaccination Number Vaccine = =———S=SY Vaccination Date (Study Day) Time of Vaccination 


VACCINATION |___[BNTI6262 —> kr 
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Compound: PF-07302048; Protocol: C4591001 Page 32 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


—“ Events 


MedDRA eee Preferred Start Date 
oe SOC a Text —1) Day) 


hWASC__[Hypertension 


Prohibited Concomitant Medications. 
No Prohibited Concomitant Mediéations 
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Compound: PF-07302048; Protocol: C4591001 Page 33 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppl Country: BPD inn 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) rs S 
ee 
Oo 
Subject Summary é ot 
Status Study Phase Date Withdrawal es 
Completed SCREENING ppp 
Withdrawn VACCINATION ADVERSE EVENT ...0 2 
Completed __——«iFOLLOw-uP_——S—sdipppmms 
am \\C ae 
3 oe ave 
O° x\0 


Narrative Comment 


Subject ppp I , a 50-year-old ppp) with nogeported medical history, received Dose 1 on ppp. 
The subject experienced hypertension on ppp 7, 22 daygsalter receiving Dose 1. 


The subject was discontinued from the study interventign®n Ppp (Day 23) because of the hypertension, which resolved on pppy 7) (Day 51). 
On ppp, the subject completed the study follow-up phase. 


In the opinion of the investigator, there wastid reasonable possibility that the hypertension was related to the study intervention. 


cu, 
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Compound: PF-07302048; Protocol: C4591001 Page 34 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): Placebo woe 


Medical History EN xO 
INo Medical History yr 
iS 


w2) 
Study Vaccination(s) 


Vaccination Number Vaccine = =——=S Vaccination Date (Study Day) Time of Vaccination 


VACCINATION 1 Placebo 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 
Unique Subject ID: pppyyyyyyys Country:PPD 


Vaccine Group (as Administered): Placebo 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term 


Adverse Events 


ga® 
AE Related To: 


| Medications 


e) 
INonstudy Vaccines 


No Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 36 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD ~~ 


Unique Subject ID: pppliiiinmnaams Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 0) , ow? 
yo 
ot 
or” 
ee? 


ot P 
v 
or 
“XY 


@» 
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Compound: PF-07302048; Protocol: C4591001 Page 37 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD | 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Demography 


e) ‘% 
— [Age at Enrollment (Wears) [Race ———S~S~S™S~SRnicttySS*siB x 
poms CBO : 


Vital Signs - Baseline Or” 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
& 


ae 
iStudy Vaccination(s) 


C 
oO ‘Vaccination Number Vaccine = =———Ss=S Vaccination Date (Study Day) Time of Vaccination 


VACCINATION |___[BNTI6262 —) = | 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) Ane 
<\ 
yO 
ot 
Pa 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


IN__ [Resolved (ppp) [NOT RELATED/OTHER: 
wee 


S 


INonstudy Vaccines 
No Nonstudy Vaccines 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group ~ ioscan BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — ae ag <> 


SCREENING 
Rid WACCINATION — a 


Withdrawn FOLLOW-UP Ov Ba BY 
SUBJECT 


Narrative Comment 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Age at Enrollment (Years) [Race thnicity” Sex 


Date Collected 
(Study Day) 


MedDRA Preferred Term Start Date Disease Status 
pep Present | 
Ppp [Past 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD | 


Unique Subject ID: ppp ) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) Time of Vaccination fe : 
VACCINATION 1 Placeto CO —“(t;séiséi 
VACCINATION 3 BNT162b2 ppp 82) CO Cd 


VACCINATION 4 _JBNT16263 Tr ae 


Adverse Events 


AE IMedDRA |MedDRA Preferred > 2-  |Start Date Start |Stop Date Stop |Duration 
Number |SOC Term Investigator Te: i (Study Day) Time |(Study Day) Time |(Days) 


VU 


2 INJ&P 35 


3B  |GENRL [Injection site pai oe 
4 |GENRL_[Injection ite@a nh 
Myalgige™ 
7 [GENRE Pyrexia 
8 


eX’ 
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Compound: PF-07302048; Protocol: C4591001 Page 42 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp Ns Country:PPD oo 
Vaccine Group ve jaruaanidhiigh Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


AE Related To: 


nber 
Se cS 


Neste ns NOT REGATED/OTHER) 


2 es er es eed 
ee ee ee 


Nonstudy Vaccines 


Investigator Text WHO Drug Preferred Term Start Date 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


Subject Summary 


paencoon Ts =) or 
Status Study Phase Date Anat 


Completed SCREENING a 
Withdrayn VACCINATION =o — 
Completed REPEAT SCREENING 1! 


Completed OPEN LABEL 
TREATMENT 
Conplicd REPEAT SCREEN Se 
aaa OPEN ee 
TREATME! 
Withdrawn FOLLOW- -UP PROTOCOL 
d ye DEVIATION 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal, PPD 


Unique Subject ID: ppp ; Country:PPD 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 
Date of First Dose: ppp ; Date of Last Dose: ppp 


[Narrative Comment a | 


PPD 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1689 


0901 77e19e02d7c6\Approved\Approved On: 13-Jul-2023 18:32 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 45 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


a 


Date of Birth Age at Enrollment (Years) [Race Ethnicity” 


Date Collected 
(Study Day) 


Investigator Text MedDRA Preferred Term Start Date Disease Status 
| 
rst | 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) An? . 


Study Vaccination(s) 


Vaccination Number Vaccine = =———S—Ss( Vaccination Date (Study Day) 
VACCINATION | ___|BNT162b2 pp 


P__SKN 


2 IN |Resolved (Ppp) Study Treatment |1 
TC __|N_|Resolved (ppp) [Study Treatment }1 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 47 of 92 


Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject 1D: [Ellis Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


INonstudy Vaccines of 
INo Nonstudy Vaccines 


Subject Summary 


Status Study Phase 


: asd) jear-old Ppp.) with a pertinent medical history of Py. received Dose | on ppp. 
The subject reported urticaria,dn 2 occasions after receiving Dose 1. 
The subject had an ini Npisode of urticaria on ppp) (Day 2) lasting until ppp 7) (Day 5). The second episode took place on ppp 7) 
(Day 10) lasting witil (Day 36). 


The subj eas discontinued from the study intervention on ppp) because of the additional episode of urticaria. On ppp), the subject 
compicted the study follow-up phase. 


In the opinion of the investigator, there was a reasonable possibility that the urticaria was related to the study intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 48 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, Ischaemic Stroke 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of Birth Age at Enrollment (Years) [Race Ethnicity” Sex 


Date Collected 
(Study Day) 


Investigator Text ees IMedDRA Preferred Term Start Date Disease Status 
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Compound: PF-07302048; Protocol: C4591001 Page 49 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, Ischaemic Stroke 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp) An? 


aceition Naber Waesine 1 fWaeeination nate eaay.nayy | ims vacation 
VACCINATION! [Placebo si) pm 
VACCINATIONS _[BNTIG2=2 ppp 4) ————SS—Si 
VACCINATION4 _[BNTI6262 ppp (Gs) ppp co? 
RD DOSE BNTIGRD [aNTiGaD ‘ppp 6) ppp 


peepepo | Tf Pr 
ope | | KP 
| pee | ep 
foe | fee] PPP 
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AC INonstudy Vaccines 


Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, Ischaemic Stroke 


Unique Subject ID: ppp ) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ng) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Adverse Events 


INOT RELATED/OTHER: CT 
finding 


INOT RELATED/OTHER: CT 
Findings 


Resolved INOT RELATED/OTHER: Pt.70 
(SPH YO") years old; andPPD a 
of PPD as risk factors for 
event. 


(PPD) 


No Nonstudy Vaccines 
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Compound: PF-07302048; Protocol: C4591001 Page 51 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, Ischaemic Stroke 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Withdrawal/Completion |Reason for 
Study Phase — aa —s 


SCREENING 
ithdavn”[VacNATION ee Cre EVR 


IREPEAT SCREENING 1 


Completed OPEN LABEL 

TREATMENT 
Completed REPEAT SCREENING 3 ee OS 
ate OPEN LABEL 

TREATMENT 


Completed = FOLLOW-UP 


Narrative Comment 


Ae) 
Subject | > ©) a 70-year-old PPD) with a pertinent medical history of and 
, received Dose | on ppp. 


Concomitant me dications received within 2 weeks prior to the onset of the cerebral and cerebellar infarctions included PRD 


he, sBjéct was diagnosed with a cerebral infarction (left middle cerebral artery infarct) on ppp), 21 days after receiving Dose 1, and a cerebellar 
ca onppp , 23 days after receiving Dose 1. On ppp) (Day 22), the subject had slurred speech and presented to the emergency 

© |department. The clinical examination revealed expressive aphasia and a left facial droop. That same day (Day 22), ia vital signs included a blood pressure 
of 134/57 mmHg, heart rate of 119 beats/min, body temperature of 35.7°C, respiratory rate of 20 breaths/min, and oxygen saturation of 96% on room air. 
An electrocardiogram showed p-pulmonale, which was not clinically significant. Laboratory test results showed a platelet count of 290x10°/L, glucose of 
5.5 mmol/L, and high urea level of 8.4 mmol/L (normal ranges not reported), with all other laboratory test results within normal limits. The subject was 
hospitalized and was treated with ‘since (Day 22). A computed tomography scan on 
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Compound: PF-07302048; Protocol: C4591001 Page 52 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal, Ischaemic Stroke 


Unique Subject ID: ppp Yo Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 


Narrative Comment 


atrophy. The subject was diagnosed with cerebral infarction (left middle cerebral artery infarct) with an onset date of (Day 22), and cerebellar 
infarction and cerebral atrophy with an onset date of ppp) (Day 24). Ee also received physiotherapy, occupatinal therapy, and speech therapy. ey 
clinical condition and speech improved. PED was discharged on ppp) and was advised to follow-up withgpe ch therapy. No COVID-19 test was 
performed. 


(Day 24) revealed an acute infarct in the middle cerebral artery distribution on the left side, along with chronic aoe ilar infarcts and cerebral 


The subject was discontinued from the study intervention on ppp 7) (Day 22) ia oe the eaf@bral infarction, which resolved with sequelae 
(minimal expressive dysphasia) on ppp) (Day 161). The cerebral atrophy 2 @erebe latGffarction were ongoing at the time of withdrawal. 

In accordance with the protocol allowance, the subject agreed to be unblinded es) determin’ Whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subj érefoj@ received the first, second, and third doses of BNT162b2 on 


(Day 140), ppp) (Day 161), and ppp) (Day 64), tespectively, and completed the study follow-up phase on ppp 7. 


In the opinion of the investigator, there was no reasonable possibilit thot The cerebral infarction was related to the study intervention, concomitant 
medications, or clinical trial procedures, but rather related to the as f the subject and history of aaa. Pfizer concurred with the investigator’s 
causality assessment. In the opinion of the investigator, there Sras no reasonable possibility that the cerebellar infarction was related to the study 
intervention. 
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Compound: PF-07302048; Protocol: C4591001 Page 53 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


I 


Date of Birth Age at Enrollment (Years) [Race Ethnicity Sex _| 
K24 


Vital Signs - Baseline 


Past 
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Compound: PF-07302048; Protocol: C4591001 Page 54 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


tudy Vaccination(s) 


VACCINATION 1 [Placebo pppus() 
VACCINATION? [Placebo ———~—~=~& 
VACCINATION 3 __[BNTIG2=2_______ bpp 118) 


oU 


Time of Vaccination 


Adverse Events 


AE IMedDRA |MedDRA Preferred ex aril 
Number |SOC Term Investigator Text Cl(Study Day) Time |Day) Time 
1 INERV _ [Bell's palsy (126) 6) 


Adverse Events 


Subject SAE JAE Still Present? 


\ 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


la\Z) 


INonstudy Vaccines 
No Nonstudy Vaccines 


PFIZER CONFIDENTIAL SDTM Creation: 10MAR2023 (16:40) Source Data: dm, vs, mh, ex, ae, cm, ds Output File: 
./nda2_unblinded/C4591001_CSR_Safety_Narrative/profile. (Database Snapshot Date: 07MAR2023) Date of Generation: 18APR2023 (17:51) 


Page 1699 


0901 77e19e02d7c6\Approved\Approved On: 13-Jul-2023 18:32 (GMT) 


Compound: PF-07302048; Protocol: C4591001 Page 55 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group ca Su Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase — Withdrawal 


SCREENING Pee 
Complaed ~~ VaccINATION — a 
Completed REPEAT SCREENING | pps a 


Withdrawn OPEN LABEL ae a EVENT 
TREATMENT 


, a <24-year-old PPD) 
received Dose 1 on ppp) Ce chahial 2 on 


In accordance with the protocol allowa Re subject agreed to be unblinded to determine whether the subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject hago inally received placebo; the subject therefore received the first dose of BNT162b2 on ppp 7) (Day 118). 


The subject developed requ B Bell's palsy (left facial hemiparesis) on ppp), 8 days after receiving Dose 3 (the first dose of BNT162b2). 
The subject was digcined from the study intervention on ppp) because of the Bell's palsy, which was considered resolved in ppp. 


On BEDEWEN the subject completed the study follow-up phase. 


In neSbinion of the investigator, there was a reasonable possibility that the Bell’s palsy was related to BNT162b2. 
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Compound: PF-07302048; Protocol: C4591001 Page 56 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): woe 
Date of First Dose: N/A; Date of Last Dose: N/A ; a 


Medical History rN xO 
INo Medical History yo 
eS 


ANN 
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Compound: PF-07302048; Protocol: C4591001 Page 57 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): 
Date of First Dose: N/A; Date of Last Dose: N/A 


8 


—— Events 


IMedDRA pee Preferred Start Date S 
ae ber |SOC Investigator Text Text (Study Day) /|Time 
() 


c\) 


Prohibited Concomitant ae 
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Compound: PF-07302048; Protocol: C4591001 Page 58 of 92 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 

Unique Subject ID: ppp Country:PPD Ae) 
Vaccine Group (as Administered): woe 
Date of First Dose: N/A; Date of Last Dose: N/A 


Subject Summary 


Withdrawal/Completion |Reason for 
Status Study Phase Date Withdrawal 7 


Subject ppp 9, a 30-year-old ppp) seer inh reported medical history, experienced vasovagal syncope during the prevaccination 
blood sample collection on ppp) (Day 1). The vases syncope resolved on the same day (Day 1). 


On ppp ~~) (Day 1), the subject also — xan ing, which resolved on ppp) (Day 2). 
The study intervention was not administered lad'the subject was withdrawn from the study on ppp) (Day 2) because of the vasovagal syncope. 


In the opinion of the investigator, ieee no reasonable possibility that the vasovagal syncope was related to the study intervention, but rather it was 
related to the study procedure Hiebotomy). 
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Medical History 


Investigator Text 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 
Unique Subject ID: ppp; Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp) 


8 8 OO 


Suis Waceination(s) 


Adverse Events 
IMedDRA |MedDRA Preferred 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Unique Subject ID: ppp; Country:PPD 
Vaccine Group (as Administered): Placebo woe 


Date of First Dose: ppp); Date of Last Dose: ppp) A? 
e) 


INo Nonstudy Vaccines aw 


IREPEAT SCREENING i. NO LONGER MEETS 


a ELIGIBILITY 
CRITERIA 
NO LONGER MEETS 
ELIGIBILITY 
CRITERIA 
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Medical History 


Investigator Text MedDRA Preferred Term Start Date Disease Status 


ne scot 
Past 
[Present 
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Unique Subject ID: pps Country:PPD9) NT 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp) 


Study Vaccination(s) 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) Time of Vaccination at 
VACCINATION 1 BNT162b2 pe) 
4 
ow 
O 2d 
,0n 


UNPLANNED IBNT162b2 (279) 
VACCINATION 


Adverse Events 


IMedDRA |MedDRA Preferred 
Number |SOC Term Investigator Text 


= |GASTR Abdominal pain upper 


Body temperature 
increased 


Body temperature oe 
increased. 3) 


GASTR 
Ocular hyperaemia 


A 
3. 
S 
% 
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-|Siart Date Start |Stop Date Stop |Duration |Toxicity 
(Study Day) Time |(Study Day) Time |(Days) |Grade 
ppp 4) bpppibpppm¢) ppp! ok 


sm 
ae 
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Date of First Dose: ppp); Date of Last Dose: ppp) 


13 JREPRO_| Ovarian cyst ruptured 


IMedDRA |MedDRA Preferred Start Date Start |Stop Date 
cae SOC Term Investigator Text ==“ Day) Time |(Study Day) 


) ae Treatment 
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@) 
Stop [Duration Toxicity 
Time |(Days) _|Grade 
a a | 


Se 2 <r 
a 
SE A CS 


5 —R}R IN [Resoved GERD Std) Teste J 
I~ |p N_[ResoWved (ppp) NOT RELATEDOTHERPPDEE ————SSSCSSCi CY 
1 N__[N_[Resotvea (ppp) [NOT RELATED/OTHER:PPD ES ips Sid 
12 NIN [Resolved (ppp) [NOT RELATED/OTHER: unknownetiology ir Sid 
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Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


Date of First Dose: ppp); Date of Last Dose: ppp 0) Rave i 


Adverse Events 


AE Related To: 


TC___|N__|Resolved (ppp) [Study Treatment 
es NOT RELATED/OTHER: 


Prohibited Concomitant Medications 


No Prohibited Concomitant Medications 


INonstudy Vaccines son or 
No Nonstudy Vaccines xO 7 


Subject Summary 


SCREENING ——= 
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Date of First Dose: ppp ; Date of Last Dose: ppp 


ubject Summary 


Withdrawal/Completion {Reason for 
Status Study Phase Date Withdrawal 


Completed VACCINATION — | 
Withdrawn FOLLOW-UP PPD LOST TO FOLLOW- 
UP | 


[Narrative Comment a ‘ | 


PPD 
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Date Collected 
(Study Day) 


Medical History XO 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group a aanuunideneek BNT162b2 Phase 2/3 (30 pg) woe 


‘Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) — of Vaccination 3 


VACCINATION 1 IBNT162b2 
VACCINATION? [BNT163b2 — 


Adverse Events 


MedDRA Bees Preferred ow Ni art Date aa Stop Date 
Number |SOC Investigator Text Study Dav) Tie Day) ime |(Study Day) 


I INERV 
b> [GENRE 
B [GENRE 


= 


ary 


N 


Ov 
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Compound: PF-07302048; Protocol: C4591001 
Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp; Country:PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) 


[Prohibited Concomitant Medications | on” 
No Prohibited Concomitant Medications wer" 
@ 


, am 
ae 
) _{x)0 

0 & go? 
axa 

_ ar \O 

es aoe 
XO 
\e 
A oO 


Subject Summary 


ans 
Study Phase ON 


Completed SCREENING_3© ~ 
Completed VACCINATION 
vinden rgecow-vP 


oS 


WP 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: BPD iin 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 0) 


Vital Signs - Baseline 


MedDRA Preferred Term 


Present 
Present 
Present 
Present 
Present 
Present 
Present 
Present 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 0) a 
SB ee x\0 
ee ae {VO 


Medical History <0 


{Present 
[Present 
[Present | 
[Present 
| 
| 


[Present 


[Present 
 Bresen 


Study Vaccination(s) 


‘Vaccination Number Vaccination Date (Study Day) Time of Vaccination 
VACCINATION | 0" —) = | 


1e 


Xd verse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term 


ppp eb] foncowc] | 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 
Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Date of First Dose: ppp); Date of Last Dose: ppp 1) 


Adverse Events 


AE Toxicity i 
Number |Grade {Subject |SAE |Present? |AE Related To: 


tB fro fy fves NOT RELATED/OTHER: 


Prohibited Concomitant Medications 
[No Prohibited Concomitant Medications | 


INonstudy Vaccines F 
No Nonstudy Vaccines ate oY 


Withdrawal/Completion {Reason for 
Study Phase Date Withdrawal 


SCREENING rE 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country: PPD NNN 
Vaccine Group (as Administered): Placebo woe 


Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase Date Withdrawal 


Narrative Comment 
Subject , a 70-year-old 


on 
with a pertinent medical history of 


, received Dose | onppp 


Concomitant medications received within 2 weeks prior to theOnset of the pulmonary embolism included 


The subject was diagnosed with a pubzsbnary embolism on ppp), 20 days after receiving Dose 1. 
As 
On ppp, the ae aie to the emergency department (ED) because of shortness of breath and cough 


starting on and chest 
tightness since (Day 21). The subject thought these symptoms were related to the smoke in the air and were not PPD A 


SARS-CoV-2 test:result was negative and troponin I level was <0.02 ng/mL (normal range [NR]: <0.04 ng/mL). The subject received an 
On ppp i went home against medical advice, as 


was admitte d to the COVID-19 area of the emergency room. 


fer” was back home, the symptoms improved but were still present; therefore, the subject returned to the ED on ppp. A computed tomography 
Ao9 angiogram of the chest performed on ppp) was positive for acute pulmonary embolism. On ppp), troponin I was <0.02 ng/mL, prothrombin 
a? time (PT) was 15.5 seconds (NR: 11.7-14.3 seconds), and international normalized ratio (INR) was 1.3 (NR: 2.0-3.0). The subject discontinued treatment 
with aa was discharged home on the same day in stable condition, with a 
prescription for and was referred to hematology/oncology. The subject continued to experience shortness of breath since 
and chest tightness since . was advised to postpone travel for 6 weeks, continue pee with 
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Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): Placebo woe 


Ewas 23.6 seconds, and the 
INR was in therapeutic range at 2.2, and the subject was advised to discontinue treatment with PRD and continue Ne. iG continued to have 
shortness of breath, fatigue, and mild cough on ppp. On Ppp, a repeat SARS-CoV-2 NAAT result wagnegative; the PT was 33.2 seconds, 
and the INR was above therapeutic range at 3.3. On ppp), the PT was 32.9 seconds, and the INR was 3.30the FED] doses were titrated. On 
, the INR was in therapeutic range (value not reported), and a trial weekly dose of PED a) was ommended. On ppp), the PT was 
andthe I 


22.6 seconds, and the INR was in therapeutic range at 2.1. On pppy 7), the PT was 19.9 seconds) NR was subtherapeutic at 1.8, and the 


subject was instructed to increase the dose of PED) and recheck the INR in 1 week. 2’ ow 


The subject was discontinued from the study intervention on ppp) becayse Stthe p@lihonary embolism. The subject requested withdrawal from the 


study on ppp). The pulmonary embolism was ongoing at the time Ewithdrawah 


In the opinion of the investigator, there was no reasonable possibility that th unonary embolism was related to the study intervention, concomitant 
medications, or clinical trial procedures, but rather it was related to es subject's medical history of ue ages ta 


. Pfizer concurred with the 
investigator’s causality assessment. 
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Medical History EN xO 
INo Medical History yr 
iS 


w2) 
Study Vaccination(s) 


Vaccination Number Vaccine = =——=S Vaccination Date (Study Day) Time of Vaccination 


VACCINATION 1 Placebo 
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Unique Subject ID: ppp Country:PPD 


Vaccine Group (as Administered): Placebo 


Adverse Events oy ? 


AE IMedDRA |MedDRA Preferred 3 
Number |SOC Term i i 


as’ 
ae) a ae _ 
waem ANS 
xO ¥ Or 
[Adverse Events ro", %) | 


2 owt 


No Nonstudy Vaccines 
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Vaccine Group (as Administered): Placebo woe 
Date of First Dose: ppp); Date of Last Dose: ppp 1) - ow? 
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Subject Summary 


Withdrawal/Completion |Reason for 
Study Phase — a —— 


SCREENING 
issn VACCINATION — a — 
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Unique Subject ID: ppppyllilllllllllliiills Country: PPD 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) woe 


Date Collected 
(Study Day) 


MedDRA Preferred Term Start Date Disease Status 


Study Vaccination(s) 
‘Vaccination Number Vaccine = =—__—s[ Vaccination Date (Study Day) Time of Vaccination 
VACCINATION |____[BNT162b2 Oo a 
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Unique Subject ID: ppp: Country: PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) one’ = 
Date of First Dose: ppp); Date of Last Dose: ppp) An? a 
Se ee ee 
N oe - 
_ of 
= no 


Adverse Events 


IMedDRA |MedDRA Preferred Start Date 
(Study Day) . 


( 
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NOT RELATED/OTHER: Basic psychiatric pathology PI 
RN 


_qd Aw ; . 
3 OS IN onstudy Vaccines 
aX? No Nonstudy Vaccines 
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Reason(s) for Narrative: Safety-Related Subject Withdrawal 


Unique Subject ID: ppp Country:PPD 
Vaccine Group = Scunen BNT162b2 Phase 2/3 (30 pg) 


Subject Summary 


Withdrawal/Completion |Reason for 
a Study Phase | ae 


SCREENING 
Withdrayn VACCINATION — ee ae 
Withdrayn [FOLLOW-UP pO _<QADVERSE EVENT _| 


Narrative Comment 
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Compound: PF -07302048; Protocol: C4591001 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp); Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


a x0 
aw 


Medical History 


of 
or 
S 


Investigator Text ao MedDRA Preferred Term Start Date Disease Status 


Present 
Present 
pat 
Pa 
resent | 
Pa 
Present | 
Present | 
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Compound: PF-07302048; Protocol: C4591001 Page 85 of 92 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppHyy) Rat 


Study Vaccination(s) 


Vaccination Number Vaccine = =——S—Ss Vaccination Date (Study Day) ‘Time of, Vaccination 


\ 


VACCINATION 2 
VACCINATION 3 BNT162b2 


a) * 


Start Date 
(Study Day) 


Investigator Text 
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Compound: PF-07302048; Protocol: C4591001 Page 86 of 92 


Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ng) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 


ow 
Prohibited Concomitant Medications xen 2 


al NG 
No Prohibited Concomitant Medications \ @ + 
. ow 
oe 
OW 
eo!) XO 
a oe * CY 
5 O°” ro) 

Nonstudy Vaccines Yr a 

« 

‘ AS? nO, 

No Nonstudy Vaccines an? e aw 


Sage cans conn 


eras OPEN LABEL 
( TREATMENT 


Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 87 of 92 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ae S 
SS SS SS ee a \ 

ee 

Oo 
ot 

Narrative Comment ’ of 


Subject ppp), a 50-year-old ppp) with no pertinent medical history, received Dose | on ppp and Dose 2 on 
(Day 22). & 
ae 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whether the subees Ras eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject therefore received the first, seoe d, and third doses of BNT162b2 on 


(Day 119), ppp) (Day 140), and ppp) (Day 485), respectively, ae 


Concomitant medications received within 2 weeks prior to the onset of the perica is Snel aded 


The subject was diagnosed with pericarditis on ppp), 151 days at ree g Dose 4 (the second dose of BNT162b2). 
oO 
On ppp) (Day 291), the subject experienced chest pain and regio with sweats after a workout. me reported fatigue and mild shortness of breath 
“ro a 


the next day, ppp). Due to the persistence of symptoms, nt to the emergency room on ppp |. On the same day, the chest x-ray, 
abdominal x-ray, and echocardiogram results were all ae Iso underwent 2 electrocardiograms, one of which showed changes consistent with 
pericarditis. A COVID-19 polymerase chain reaction test(nasal swab) and influenza A+B screen on Ppp) showed negative results. pee electrolytes 
and chemistry panel were normal, except glucose, aubich was elevated at 104 (units and normal range [NR] not reported). Laboratory test results on the 
same day included troponin I of <0.04 ng/mL {NR <0.05 ng/mL), D-dimer of <0.27 ng/mL (NR: <0.60 g/mL), brain natriuretic peptide of 29 pg/mL (NR: 
<100 pg/mL), antinuclear antibody of Rs R: <1:40), rheumatoid factor of <10 [U/mL (NR: <25 IU/mL), erythrocyte sedimentation rate of 4 mm/hr 
(NR: <25 mm/hr), blood thyroid stinmpla ing hormone of 4.0 mIU/L (NR: 0.3-4.7 mIU/L), and a total white blood cells count of 3.7310°/uL (NR: 
4.16-9.95x109/uL). On an unspecified date, the C-reactive protein was <0.3 mg/dL (NR: <0.8 mg/dL). Ea was admitted overnight for observation and to 
complete the evaluation andGvas discharged on On the same day, was started on treatment > aT 
. The site contacted the subject by phone on , and reported continued 
intermittent chestpressure related to pericarditis, along with some decrease in exercise tolerance. ED was taking , as needed, for the chest 
pressure. PPD lenied chest pain, shortness of breath, or palpitations. last echocardiogram 4-5 months ago showed a small amount of pericardial fluid. 
continued to be followed up by i cardiologist, who now considers ~~ pericarditis to be chronic and most likely viral in histology. The pericarditis 
dw going at the time of study completion (on ppp 7). 


—S oo In the opinion of the investigator, there was no reasonable possibility that the pericarditis was related to BNT162b2, concomitant medications, or clinical 
aX trial procedures. Pfizer concurred with the investigator’s causality assessment. Per the investigator, the event was most likely related to viral etiology. 
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Compound: PF-07302048; Protocol: C4591001 Page 88 of 92 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp; Country:PPP oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 


i 
Date of Birth Age at rotinent ean) [Rae fa] 
a | 

\e 


Vital Signs - Baseline oe 


Date Collected 
(Study Day) 


MedDRA Preferred Term Disease Status 


Study Vaccination(s) 
‘Vaccination Number Vaccine = =——s&| Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 Placebo sD) 
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Compound: PF-07302048; Protocol: C4591001 Page 89 of 92 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp yy) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp 9) rs S 
a SS SS Se SS SS SS Se a le \ 

ae 

Oo 
Study Vaccination(s) S os 
yo 


Adverse Events 
IMedDRA |MedDRA Preferred 


rat 
Prohibited Concomitant Medications 
Investigator Text WHO Drug Preferred Term Start Date _|End Date 
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Compound: PF-07302048; Protocol: C4591001 Page 90 of 92 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) woe 
Date of First Dose: ppp); Date of Last Dose: ppp) oe S 
SS \ 
we 
Oo 
ot 


[Nonstudy Vaccines | go" 
No Nonstudy Vaccines <o 
ek 


Subject Summary 


Completed OPEN LABEL 1 
TREATMENT ath 
e 


Completed FOLLOW-UP — | 


, a <24-year-old ppp) ~with no pertinent medical history, received Dose 1 on ppp) and Dose 2 on ppp) 


Incdttordance with the protocol allowance, the subject’sPPD agreed to be unblinded to determine whether the subject was eligible for 
éceipt of BNT162b2. It was confirmed that the subject had originally received placebo; the subject therefore received the first and second doses of 


BNT162b2 on ppp) (Day 133) and ppp) (Day 153), respectively. 
The subject was diagnosed with myopericarditis on ppp), 2 days after receiving Dose 4 (the second dose of BNT162b2). 
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Compound: PF-07302048; Protocol: C4591001 Page 91 of 92 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country:PPD em 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) we 


(Day 155), the subject reported chest tightness and pain at PM. afier ; the subject’s 
at home, but ™ had no relief. Later in the evening, the PPD — took t@thie hospital’s emergency department 
ram (ECG) result showed diffuse ST 
elevations; further testing showed troponin levels of 0.27 (units not reported). The subject was treated wi , resulting in almost 
immediate relief of chest pain on ppp) (Day 156) at ppp). On the same day (Day 156), a wastransferred to another hospital and remained 
hospitalized for further evaluation. On the same day (Day 156), the subject’s laboratory « inagons showed troponin T of 0.18 ng/mL and 0.71 ng/mL 
face results were positive for rhinovirus (respiratory) and 
yngeal). i 


(normal range: <0.01 ng/mL) at ppp!) and Ppp", respectively. The polymerase chai 
parvovirus B19 (blood), and SARS-CoV-2 RNY (na 
(Day 156). Addiffonal ™® ‘received 
Sind xofScol-prohibited , all from ppp) (Day 156). 
The subject was doing well and remained without chest pain. deniedvfévers, chills, or shortness of breath. The myopericarditis was considered resolved 
was continued onPPD until di Aiarge on Ppp), after which was 
until was discharged from the hospital on ppp, with a close follow-up scheduled 
with a pediatric cardiologist. At discharge, was prescrie until ppp) and until 
, followed by from toppp _)._ The subject was actively followed as a cardiologist outpatient at the time of 
did not report a recurrence of cques or rhinorrhea. 


An ECG on ppp | showed mini elevations, significantly improved in comparison to the ECG on ppp 7). A 2D echocardiogram showed 
normal biventricular function, and-a feft ventricular global longitudinal strain (LV GLS) of 19%, which had decreased from an initial 20% on the previous 

echocardiogram. The strain sas Tower in the basal anterior, anteroseptal, inferoseptal, and inferior segments (lower strain in the septal from anterior to the 
inferior segments). us subjéect’s coronaries were normal without dilation. Troponin T was <0.01 ng/mL. 


A follow-up ma sie vecouance imaging scan of the heart on pppy)) revealed mildly decreased left ventricular (LV) systolic function (LV ejection 
fraction [EF}: 7%) and borderline right ventricular (RV) systolic function (RVEF of 46%); there were no significant valvular abnormalities. ee LVEF 
and R ere previously reported to be 58% and 55%, respectively. It was noted that the stroke volume had decreased, and mitral regurgitation had 


improved. Another follow-up transthoracic echocardiogram performed on showed LV GLS of 20.2%. As of the subject had 
eportedly resumed gym exercises. On ppp, it was reported that was feeling well and could resume : 
In the opinion of the investigator, there was no reasonable possibility that the myopericarditis was related to BNT162b2 or clinical trial procedures, but 


rather it was considered related to the rhinovirus infection. Pfizer did not concur with the investigator’s causality assessment. Per Pfizer, there was a 
reasonable possibility that myopericarditis was related to vaccine administration, based on the plausible temporal relationship. 
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Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp yy) Country: 


Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) 
Date of First Dose: ppp); Date of Last Dose: ppp) An? 
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Compound: PF-07302048; Protocol: C4591001 Page 1 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 

Unique Subject ID: ppp Country: 

Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


Demography 


Date of Birth Fess — oe 


Date Collected 
(Study Day) 


Medical History EN xO 
No Medical History yr 
oe 


3 jStudy TO 
0 ‘Vaccination Number Vaccine = =———SsS Vaccination Date (Study Day) Time of Vaccination 
VACCINATION 1 ___[BNT16262 —)> i | 
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Compound: PF-07302048; Protocol: C4591001 Page 2 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country:PPD Re) 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ; ow? 

\ 


‘Vaccination Number Vaccine = =———Ss| Vaccination Date (Study Day) Time of Vaccination a ‘ 
VACCINATION 2 BNT162b2 pe 23) C(t 
THIRD DOSE BNTIG202 [BNT16262 — 


Adverse Events 


| Csr : | 
MedDRA haters Preferred a Swget Yate Start |Stop Date Stop |Duration 

Number |SOC Investigator Text eee Time |(Study Day) Time |(Days) 
Eo 


== |GASTR Abdominal distension 


GASTR_ {Abdominal pain 


Sobis SAE |AE Still Present? AE Related To: 


wi rc_IN_ [Resolved QD [NOT RELATED/OTHER: UNKNOWN [1 [16 IN 
Dogue NOTRELATEDIOTHER: UNKNOWN [fs 
aa = NOT RELATED/OTHER: UNKNOWN [2 —s—s«iB97— ssid 
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Compound: PF-07302048; Protocol: C4591001 Page 3 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country:PPD oO 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) : ane - 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? * 
SoSssssanssas sass nasa a essa S ase sss ass Sass SSS SSS SSS SS SSS SSS SSS SSS SSS SSS SSS SSS SSS s SSS sa4 : 

yor 


Prohibited Concomitant Medications RS o% 
ACN 
No Prohibited Concomitant Medications . c\° 


AX 
Nonstudy Vaccines eo. oor 
No Nonstudy Vaccines Or? ; ow 
a ee Qe 


Completed 


Completed 
Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 4 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country:PPP oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pag, 1 Dose) woe 


Subject ppp 9, a 70-year-old ppp) with no reported medical history, received Dose 1 on 
(Day 23), and Dose 3 on ppp) (Day 512). 


The subject experienced suspected myocarditis on ppp), 396 days after receiving Dose 2. 


The event was considered resolved on ppp) (Day 486). 
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Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


Date Collected 


(Study Day) 
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Compound: PF-07302048; Protocol: C4591001 Page 6 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp) Country: 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) 


Date of First Dose: ppp); Date of Last Dose: ppp yy) 


tudy Vaccination(s) 


aestibn Nesabwr | |Waedin@  [VaeAination Data Gieay bay) | [aaet vaccumtion 
VACCINATION | [Placebo pppENN) 
VACCINATION? [Placebo ——_—~ipppls 0) 
VACCINATION 3 __[BNTIG2=2_______ ppp (U9) 


THIRD DOSE BNT162b2 |BNT162b2 


Adverse Events 


AE IMedDRA |MedDRA Preferred 
Number |SOC Term 


CARD Myocarditis 


Start Date Start |Stop Date 
(Study Day) Time |(Study Day) 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 7 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country: 

Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 ug) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) ee S 

os 
ot 
2 
oo 
S@ 
of 


Nonstudy Vaccines : am 
No Nonstudy Vaccines aw 
Ow 


oni = oo bee) 


“impletion {Reason for 


MEN 


Completed R EPEAT SCREENING 3 


Completed 
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Compound: PF-07302048; Protocol: C4591001 Page 8 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): Placebo => BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 
Date of First Dose: ppp); Date of Last Dose: ppp yy) An? 


, a 30-year-old ppp) with a pertinent medical history of 
, received Dose 1 on ppp) and Dose 2 on ppp) (Day 20). 
The subject was diagnosed with myocarditis (right retro-atrial inflammation) at ppp) on ppp 7), 5 days aftervpceiving Dose 2. 


The event resolved at ppp) on the same day (ppp) [Day 25)). ow 


In accordance with the protocol allowance, the subject agreed to be unblinded to determine whet xIGS subject was eligible for receipt of BNT162b2. It 
was confirmed that the subject had originally received placebo; the subject vars Vaaeieas irst, second, and third doses of BNT162b2 on 
ctiv 
\ 


(Day 194), pppilliial (Day 216), and ppp (Day 463), respectively? 
In the opinion of the investigator, there was no reasonable possibility thatthe myositis was related to the study intervention. 
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Study Vaccination(s) 


Vaccination Number Vaccine = =——S—Ss| Vaccination Date (Study Day) ‘Time of Vaccination b\O°" 
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THIRD DOSE BNT162b2 |BNT162b2 ppp (440) 


Adverse Events 


AE MedDRA |MedDRA Preferred 
Number |SOC Term 


1 GASTR _ |Gastrooesophageal 
reflux disease 
> [carp 


Adverse Events 


Prohibited Concomitant Medications 
No Prohibited Concomitant Medications 
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Compound: PF-07302048; Protocol: C4591001 Page 12 of 13 
Reason(s) for Narrative: Myocarditis/Pericarditis 


Unique Subject ID: ppp Country:PPD em 


Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) we 


Narrative Comment 


Subject ppp 4, a 70-year-old ppp) with a pertinent medical history of 
, Dose 2 on ppp) (Day 20), and Dose 3 on ppp) (Day 440). 


The subject was diagnosed with pericarditis on ppp), 28 days after receiving Dose 2. ON 


@ 
On ppp) (Day 48), the subject experienced dyspnea. The next day, the subject was admitted to the keSpital due to dyspnea, fever (maximum 
temperature of 38°C), and myalgia for a potential COVID-19 illness. On ppp 7) oe for COVID-19 were negative. The subject 
was discharged on ppp). On ppp), another COVID-19 test was performe e.ta-thesubject’s persistent symptoms, but the result was 
; a 
negative. The subject followed up with a pneumologist as an outpatient. cor 


ov 
On ppp, as cough and dyspnea persisted, the subject was readmit i angthe® hospital for further evaluation due to pericarditis. On ppp), 
a Doppler echocardiogram showed parietal pericardium thickening and@eticardiaPmass with a heterogeneous density structure without restrictive 
physiology at the time of the study. During the hospitalization, the subject presented with fever twice (maximum temperature of 38°C on ppp 7) 
without evident focus. The results of blood cultures (twice; dates u n), a urine culture (date unknown), and a COVID-19 test (ppp) were all 
negative. The subject was treated with , without oxygen requirement. A noncontrast chest computed tomography scan 
on ppp) showed moderate pericardial and left ple usions associated with atelectasis of the underlying segments. The hospital’s thoracic 
surgeon recommended a pericardial biopsy using a plegrepericardial window, but it was not performed in that hospital due to a lack of necessary equipment. 


The subject was discharged on ppp) to cexitiiue the outpatient study and treatment. 


X 
On ppp 9, the subject remained ageuil but had a persistent cough and mild dyspnea. Additional laboratory tests performed on unknown dates 


included the following: a tuberculin test esult was negative; a sputum test result was negative for tuberculosis; blood test results were unremarkable; a 
venereal disease research labopatoiry test result was negative; a human immunodeficiency virus rapid test result was negative; and an electrocardiogram 
showed sinus rhythm, a heaxtrate of 100 beats/min, septal inactivation, negative T from V4 to V6, and a QT interval of 0.36. 


On ppp the@tibject was feeling well, but cough and mild dyspnea were persistent. On the same day, the subject had a thoracic surgery review. A 
blood test wa pertormed on ppp; the results were unremarkable. 


On pep the subject reported feeling well but was having productive coughs. On ppp J, the subject was admitted for a pericardial biopsy, 
Neue was successfully completed without complications. A drainage tube was placed for the left pleural drainage. After the procedure, the subject was 
dmitted to the intensive care unit. The subject remained clinically stable. A pericardial culture performed on ppp) showed “no acid/alcohol- 
resistant bacilli were observed in 200 fields.” The pericardial biopsy report showed the following: macroscopy findings showed a fibrous fragment 
measuring 31.2x0.7 cm, off-white, and elastic; microscopy findings of the histopathological sections showed a fibroconnective and adipose wall with 
fibrosis, vasocongestion, hemorrhages, and moderate chronic lymphoplasmacytic inflammation with few polymorphonuclear cells, and there were no 
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Reason(s) for Narrative: Myocarditis/Pericarditis 

Unique Subject ID: ppp Country:PPD oo 
Vaccine Group (as Administered): BNT162b2 Phase 2/3 (30 pg) => BNT162b2 (30 pg, 1 Dose) woe 


neoplastic changes observed. The diagnosis was chronic pericarditis with mild activity. On ppp), a COVID-19 test resul© vas negative. On 
, the drainage tube was withdrawn without complications, and the subject was discharged. <o® 


On ppp, the subject had a consultation with a pulmonologist; the subject was advised to rest at home and follow up with a rheumatologist . 


On ppp), the subject reported feeling asymptomatic. The subject’s exercise fatigue had improved aufé the subject had gained weight. The subject 
was resting at home without medications. The subject had an appointment with a rheumatologist, wha\tequested blood tests. On ppp, a blood test 
was performed with the following results: antinuclear antibodies were negative; erythroc sedinngintation rate of 5 mm (normal range [NR] not reported); 
total bilirubin of 0.42 mg% (NR: up to 1 mg%), direct bilirubin of 0.12 mg% (NR; 0 %), alkaline phosphatase of 231 wL (NR: 65 to 300 uL), 


pyruvic transaminase of 18 wL (NR: 3 to 40 LL), oxaloacetic transaminase of EL Ato 35 uL), and hemoglobin of 15.9 g% (NR not reported). The 
pericarditis was considered resolved on ppp 7) (Day 264). ox? : oot 


In the opinion of the investigator, there was no reasonable possibility that.thOpericarditis was related to the study intervention or clinical trial procedures. 
Pfizer concurred with the investigator’s causality assessment. » 
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Date of First Dose: ppp); Date of Last Dose: ppp) An? 


TET oa —— a 
BNT162b2 aw 
VACCINATION 4 [aNTi6202 ppp (148) 0090p 


Adverse Events 


MedDRA esaaies Preferred Start Date Start |Stop Date Stop |Duration 
Number |SOC CaS. Text (Study Day) Time |(Study Day) Time |(Days) 
Brain stem infarction? (268) | | (280) | | 13 
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No Prohibited Concomitant Medications 
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